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‘ 


---Upon commencing at 10:00 a.m. 

THE COMMISSIONER: The stated case 
is prepared. It isn't yet ready for release because 
it is being checked by people more familiar with 
stated cases than I am. I have a tentative date 
for the 3rd of February. Now,’ that may not be 
soon enough but I had decided upon reflection that 
it was just a shade improper for me to be speaking 
to any of the judges involved, so, I spoke to 
Mr. Bridges and I also told the Chief Justice that 
[ was) speaking to him, fle has the. 3rd of February 
available; there may well be an earlier date though 
coming along, we will just have to take whatever is 
available and counsel will just have to make them- 
selves available. 

I would at least I would think close 
down the shop here for the day and lL hope 7t will 
Only be a sdaysthat-a tr lcmcormomto utake. 

MR. LAMEK: It 18 a Friday anyway. 

THE COMMISSIONER: Yes, it isa 
Friday but if it becomes another day I will close 
down for that day. 

Now, Miss Symes. 


DR. RALPIL KAUFFMAN, Recalled 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 7974 
TORONTO, ONTARIO ( Symes ) 
CROSS-EXAMINATION BY MS. SYMES: (Continued) 
Oh Good morning, Dr. Kauffman. 
A. Good morning. 
Ov I want to just ask you about 


One topic and that 


is medication error, the 


possibility of medication error. 


You 
evidence in Volume 
is Volume 54, page 

THE 
MS. 

Mr. Commissioner. 
THE 


MS. 


talked about it I believe in your 


54 beginning at page 2134. It 


213451 eis eon-October 24th, 1983. 
COMMISSIONER: Pane Sorry ? 
SYMES* But that was Snielberg, 


COMMISSIONER: Aieecaght.. 


SYMES: 9. Spielberg is the 


one I'm going to refer to. 


Dre. 
are at, 
Pee 


dose system. 


does it have a unit dose 


Kauffman, the hospital that you 


system? 


Wee haveva® formrof a: unit 


I suppose I could say yes in all 


intents and purposes we do. 


Q. 
that system? 


A. 


And how long have you had 


1 'Menotecertalmepue fd! thank 


it has been gradually instituted within the last 


two to three years. 
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TORONTO. ONTARIO (Symes) 

1| 

2| 
| O. And have you noticed that 

| there has been a change in the level of drug errors 

4| Or medication errors since the institution of that 

5| system? 

6 A. I haven't specifically looked 

| atethatinin have ietd@ata or haven't attempted to 

al measure that and I have no data one way or the other 
| on that issuein jour hospital. 

| OQ? MED nigheertprotspreiberg in 

sia his evidence had said that at this Hospital - this 

11 is on page 2134. 

12| Ns tim sorry piwiich page? 

7] OF 2134 of the volume. 

44) A. Rvght. 

15 | (Oe That there are anproximately 
between 10,000 and 15,000 doses of digoxin being 

| administered En Wards 4A/4B ina year. That is 

oe apparently the approximate number of doses that we 

=) are dealing with-in thistparticular teases 

19 Dr. Kauffman, are you aware of the 

+o literature with respect to the error rate in non- 

71 | unit dose hospitals? 

) A. I am aware in general; it 
has been a while since I have looked at that 

5 literature but I am aware in general that the error 

24 | 
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rate with non-unit dose drug dispensing in hospitals 
is associated with a higher rate of medication error 
than with unit dose. 

Or, We have heard somewhere 
between 5.5 per cent and 20.6 per cent, does that 
seem within the range? 

A. I haven't read those papers 
for a while but I think, if I remember correctly, 
that those numbers include all sorts of errors, 
the majority of which have no particular significance 
ain terms of Causing i111, effects €O the patient. 

Or, Oh, absolutely. I mean, that 
is unfortunate. 

A. Those kinds of numbers have 
been reported, yes. 

QO. And I presume you would agree 
with me even in an institution such as yours that 
drug errors do occur? 

A. Ones Eb toink they occur, an 
every hospital, untorcunately. 

Q. Would you agree with me that 
they are in! fact. system or systemic errors? 

i I'm not sure I understand your 
question. 


OF That they are mot only 
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because humans make errors but because of the 
particular complexities of the delivery of medications 
in a system such as a hospital? 

A. Well, I think they are due to 
a number of causes, errors facilitated by a particular 
system could be one cause, it's not the only cause. 

OL Well, for example, there 
could be an error in drug ordering? 

A. There may be. 

Q:. There could be errors in 
transcribing the doctor's order? 

A. mMhaié ksicasepos sbi Laty.. 

QO. There icouli@d; bexerrors)an 
dispensing, that is, either the wrong drug or the 
wrong amount? 

A. That "{sr commect . 

OL There;rcould tbe anwerror +that 


is given to the wrong patient? 


A. Thatacks! correct. 

ye There could be an error in 
recording? 

A. You mean after the dose is 
given? 

Ore Yes. 

A. That's cancgossiibi lvty. 
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TORONTO, ONTARIO (Symes) 
1\| 
2| 
Ov And there could be an error 
3 
| in’ time? 
4 A. Yés, thatPissa>pessibility. 
5| Q. And all of these are possi- 
6| bilities within virtually any medication delivery 
7 system? 
3 A. I think they are always 
| possibilities. 
i Os And would you agree with me 
i that most errors, medication errors go unrecorded? 
11 Dy I don't know that I can 
12 either agree with you or disagree with you. I'm 
ee not sure I have a data on which to base a judgment 
va| to that statement. 
is Qs Would you agree with me that 
many medication errors simply aren't detected? 
re A. I suspect that that is the 
ah case buUtsiedon’ Euknowererastatftactvs PPt Swouldn't 
18 surprise me if somebody showed me data to that 
19 | effect) Sbuttr don' tinavecany-. 
20 | Q. But that would seem reasonable 
| would it not, Dr. Kauffman, that unless someone is. 
99 | aware or actually catches in’ the medication error 
| it would go unnoticed? 
a Ae Well, obviously if nobody is 
24 | 
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aware of the error it would go unnotice, that is 
COLVeer. 

QO. Now, the possibility of an 
error in a particular case then, would you agree 
with me that those are indepvendent events, that is, 
if you have two patients who were receiving medica- 
tion that the probability of error in each is an 
independent event? 

A. I don't know that they are 
totally independent. It is difficult to answer that 
because I don't know to what degree in a given 
system errors could be interdependent. I suspect 
there is some independence but to what degree I 
don't really know. 

@.. Well, the interdependence 
might be if the same system were in place and that 
system were producing errors, is that what you are 
talking about interdependence of errors? 

A. Well, ¢Lsthink thatsthere vis 
a possibility for interdependence with factors 
producing errors; for example, if a system which 
included a certain mechanism for transcribing an 
order and a certain mechanism for getting the order 
to the pharmacy and certain mechanism for the 


pharmacist to dispense the medication to the floor 
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or the nurse to administer the medication, within 
a system there could be some interdependence in 
terms of producing errors but to what degree these 
various potential causes of errors are totally 
independent of each other I really don't know. 

Or Can you agree with me that 
these errors can and in fact do repeat; in other 
words, the same error can be made over and over 
again? 

At Weil ,+that is adirtrcult’ to 
answer,+ 2@tnink 248¢s unlikely 1f an error is 
frequently repeated that it will not be picked up 
and an intervention instituted. 

0. Well, I understand about 
intervention but do you agree with me that sometimes 
errors do in fact repeat, that is, the same error 
made to different children? 

A. Well, ‘I suppose if you define 
the type: of@error.* W@could think "of a Situation where 
an error would be repeated, yes. 

or Well, obviously what I am 
interested in’is whether or’ not the children could. 
ha veerecetved Ja1goxin, mnverror iN this*particular 
Hospital during this particular period of time. 


As As a frequent repeated event? 
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TORONTO. ONTARIO (Symes) 

a. ‘AS an infrequent but repeated 
event ? 

A. I suppose that is a possi- 
bait v4 

On Were you aware that there 


was in January of 1982 on a different ward in this 
Hospital, that ts, on 7PeYand’ tis 1s reported in 

the Dubin Commission, five instances where epinephrine 
was given for Vitamin E in error? 

A. Yes, I was aware of that, 

I trecali™reading “tha't’ 

OF And those would then be 
entirely separate babies, so, presumably in theory 
separate events? 

A. As I recall, I don't remember 
the details, but as I recall they were individual 
infants ‘on “that particular’ ward’. 

Q. And ina fairly short period 
of time, that is, I believe in about a week's time 
the error occurred five times. 

A. I will have to take your 
word cor, that; I don't remember the time course of. 
it because I just don"t recall but Lf will take your 
Word. fOr Pt, 


oe Well, this is in Chapter 13 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, Cr-ex. 71982 
TORONTO. ONTARIO (Symes) 


1| 
| 
2 |i 
of the Dubin Report. But would you agree that that 
3] kind of error is unlikely, that is, five babies 
* being given epinephrine instead of Vitamin E in the 
5| same week? 
6| A. Yes, 1 suninke 1c is"an wWitikely 
7 event. 
2! Crt But nevertheless it occurred. 
| A. TE did-occur in "that wns tar;ice ; 
"| | Or Would you agree with me, 
10) Dr. Kauffman, that the possibility of medication 
11] error increases if there is confusion or stress on 
12, the people who are part of the system? 
13 | Fp I suppose the probability 
” for an GEror occurs during periods of stress. 
rs oO Would you agree with me the 
| possibility for error increases when there are 
| multiple administrations of different medications, 
| Say, ina Short perrod of “time? 
18 
19 | 
| 
20 | 
21 
22| 
are a 
24 
25 | 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, T3983 
TORONTO, ONTARIO Creex (Symes ) 
A. F4don *@*rearly “know; “birt 41 


expect that it is reasonable, that the probability 
would increase with multiple administrations over a 
short period of time. 

0. And will you agree that the 
possibility for error may increase if medications 
are borrowed from another floor? 

A. Lethink “that Ws a badtpractice 
that would lend itself to the potential for medication 
error, yes. 

0. Would you agree that medication 
error - the possibility of medication error could 
increase if there were predrawing of medications? 

Ah WelTPurlcdon' t know that that is 
the case. I don't know that that in itself increases 
the risk of medication error. Because predrawing - 
rabéel ling vot "drugs stor eadministration ws ’aspartiof 
a unit dose intravenous-mixture program, where the 
medication is drawn into the syringe and delivered 
to the floor for administra tlontto the (patients wel 
don't know that that in itself increases the risk. 

0. Would you agree with me that if 
the people deviated from the accepted, or the normal 
system in that hospital) that that Scan cause error? 


A. I think any deviation from the 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7984 
TORONTO. ONTARIO GE. ex. (Symes ) 


1 
2 Standard of practice will increase the probability 
3 Of errom 
4 Q. Soult there: is not a unit dose 
5 System there and they deviate from that that would 
«| possibly increase the chance of error? 

| A. Deviate from the unit dose 
| system? 
5 | Q. LEPMtnere aSsenot a unit dose 
9) system there, and that is the normal practice, is 
10 the drawing up of medications at the time of 
11] administration, Giithat® ts"the normal practice “you 
12 would agree with me that deviation from that could 
13 CausSezerLoOrm. 

A. DURcouLdeat. they don t slabel 
¥ the containers into which they pour it. 
" Q. And when you were doing your 
16 report I gather you were aware that The Hospital 
17 for Sick Children on these wards used the medication 
18 ticket system aS opposed to the unit dose system? 
19 A. I was aware that they did not 
20 have a unit dose system. I did not know the details 

of the system that was in place. I was aware that 

a they did not have a unit’ dose system. 
es 0. And were you aware that the 
2s unit dose system was instituted some considerable 
24 
25 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7985 
TORONTO, ONTARIO cn ex. (Symes ) 


time after the epidemic period? 


A. Yes. 


MS. SYMES: Those are my questions, sir, 


THE, COMMISSTONBERS: “hank: yowr I tdon't 
see Mr. Olah or Miss Jackman. Mr. Labow? 


CROSS-EXAMINATION BY MR. LABOW: 


0. Good morning, Doctor. 
A. Good morning. 
0. My name is Stephen Labow and I 


represent a number of parents in this matter. 
Now, you have told us that you devised 


the criteria of your rating system yourself? 


A. For the Centers for Disease 
Con trod. 

0. For the Centers for Disease 
Controas 

A. I devised the criteria, yes. 

0. Now, did you devise that 


criteria before you reviewed the charts? 

A. Yesk 

Q. But after you had seen 
Dr. Hastreiter's summaries? 

A. Yes. 


0. So you had some idea of the 


children and the charts that you would be dealing with? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7986 
TORONTO, ONTARIO Cr: ex: (Labow) 


1 

4 A. Yes, I did, I knew the nature 

3 of the cases. 

4 0. Now, Mr. Commissioner, this is 

5 Exhibit (2725 tabedy) tciiesicriterialare on page 3 of 

the December 14 letter. 

| THE COMMISSIONER: Exhibit 272, what 

‘| is 27227 90h. ves, thaws Tight: 

8) MR. -LABOW,: viQi sNow 2 amils correct, 

9 | Doctor fu nisaying rthatwra patient <orua ichitid icould 
10) nowifall mmtcoy Rating No.5 without. some kind: of 
if post mortem digoxin data, be it tissue or serum? 
12) A. iéthimniesthatithat isiyconrect 
Ye looking at the criteria here, they would either have 

to have 4 of the 5 criteria present, they will 
i either have to have one or both post mortem - well, 
IS Ian tsorny fal tan €locking Jat ceraterionras, The tonhy 
16 criterion that calls for post mortem autopsy, for 
17| post mortem tissue data, is Criteria No. 4, and I 
18 suppose that it would be practically impossible for 
19 | a ‘pabrensetoefhilieaik the totherrcritenia sand mot 
oh rulbia Bigthatnene? 
| Q. OnsRatingsNo:uS, Nowd3sasays 

a that post mortem serum is well above the therapeutic 
gt range. No. 4 says digoxin concentration in fresh 
23 | autopsy tissue is in excess of those reported of 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7987 
TORONTO. ONTARIO Py er = oe (Labow) 


1 

2 patients receiving therapeutic doses? 

3 A. Ri git & 

4 Q. SO you would have to have some 
5 kind of post mortem digoxin level? 

6| A, Oh, I thought you were 

specifying tissue? 
7 
Q. No. 
8 
| A. Yes, you would have to have 

9 some kind of post mortem digoxin data to fulfill 

10! thaw: 

11 . 0. Somawuthouprthat..data’ a child 
12/ could not fall into that category under any circum- 
13 stances? 

A. iethinkrthaters correct: 

n Q. Can you point out to me what 

, kind of clinical course, in general terms, is highly 
16 suggestive of digoxin toxicity; what would you be 

17 looking for? 

18 A. I was looking for evidence of 
19 a rather sudden change in their clinical status 

20 which might involve change in heart rate, or heart 

: rhythm, central nervous system status, feeding status, 
: vomiting, I think those are in general the criteria. 
“ I was also looking at any evidence in their clincial 
as laboratory, clinical chemistry reports of anything 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7988 


TORONTO. ONTARIO ae eo) 
1 
2 that might be consistent with digoxin intoxication, 
3 Or evidence that would be against that. 
4 0. Now, with regard to Rating No. 3, 
5 | Litvisfonilyepossible fos a child to fall into that 
6| rating if they were not prescribed digoxin? 
A. BP thinkeenat 1S Correct. 
f 0. Now,mDoctor, you did your 
8 Original chart review or your ratings, rather, on 
9 the 19th of November, is that correct? 
10) A. I don't remember specifically 
11] but that sounds;approximately,correct. 
12 Q. Some time though in November? 
ie A. I believe so. 
0, And your report to the Police 
“ in December, and then your revision in January, is 
is thaty correct: 
16 A. Theta COLrect... 
17 0. Now, Doctor, you said there 
18 was very little difference between Ratings No. 1 and 2? 
19 A. Raat me.correct. 
20 0 And both of those are relatively 
low suspicion? 
= A. Thateado. Correct. 
vay , 
0. NOWipata eke Duty tO VouLcertain 
a symptoms and the clinical course of certain children 
24 
25 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7989 
TORONTO. ONTARIO Crm ex (Labow) 


who you rated in Rating No. 1, and they had digoxin 
ratings that were consistent with therapeutic 
digoxin doses, they could just as easily I assume 


fallobhntot Rating Not 2? 


A. They -- 

Q. Lane Sorry. 

A. Go ahead. 

0. Because Rating No. 2, Rating No. 


and No. 2 says a clinical condition and course not 
inconsistent with digoxin toxicity. 

A. Thats ‘correct. 

0. And my understanding is the 
symptoms are so non-specific that in most of the 
cases we have dealt with the clinical course is not 
inconsistent with digoxin toxicity? 

A. In the majority of them, some 
of them have more suggestion of toxic symptoms than 
other do, but I think in general your statement is 
COrrece, 

0. Now, Doctor, regarding Real 
Gosselin, you put Real Gosselin into Rating No. 1 
based upon the second criterion there, that he was 
receiving appropriate digoxin dose and that serum 
and/or tissue concentrations were not inconsistent 


Withethe dose. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 7990 
TORONTO, ONTARIO cr i ex (Labow) 


2 Now, Doctor, this child when he was 
3 admitted to the Hospital from Winnipeg had a digoxin 
4 Level sOfs3,940re3adfewesnare not quite sure, is that 


5 a concentration not inconsistent with the dose? 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, 7991 
TORONTO, ONTARIO 
cr.ex. (Labow) 


A. I thought it was consistent 
with the dose that I calculated he had been given 
before he was transferred. 

0. BUULDGctouPein the cage; 

Real Gosselin's terminal events were an episode of 
bradycardia that resolved spontaneously, another 
episode of bradycardia and then arrest, and he 

could not be resuscitated. In addition, some of the 
symptoms that he exhibited, and he was only in the 
Hospital for a few days, were vomiting, increased 
lethargy and arrhythmias. 

Are those symptoms not inconsistent 
with digoxinhtoxtetty? 

A. Those in and of themselves are 
not inconsistent with digoxin intoxication or a 
number of other things in a child with his problems. 

0. Well, was there anything that 
made you feel that since he seemed to satisfy two 
ofuthetifireetchiiteri onaforerakingaNos.2;7he. should 
not be in Rating No. 22 

A. Asal said earlier, ‘at the time 
that I was doing the ratings,’ I*made:.a judgment: at 
that point in terms if I had no solid digoxin adtay 
totpoinketovard intoxication, I tried» to make some 


judgment as to how strong Teselt atethestimetthar 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, 7992 
TORONTO. ONTARIO Crs6X< (Labow) 


their clinical course tipped them into one group or 
the other. I have not looked at the details of 

this child's chart for@avlong’ time, so I do not 
remember the details, but I suspect that there was 
something about this child's course that I thought 
was more consistent with -- that the symptoms were 
more consistent with what had been going on with the 
baby rather than ancewen intox@eattonrink laghtuof 

the doses that he had received and the concentrations 
that were measured. 

I think even more importantly, as I 
pointed out earlier, I really think that there is no 
real difference between the babies that ended up in 
Ratdnon2aandakating 16 and anetact), Imroundooutedater 
that the CDC essentially lumped them together. 

0. Now, this child did not have 
any toxicology, any post mortem digoxin levels of 
any kind done, and I put to you that because of that 
you could not putthimabove Ratingi Nom 2? 

A. No, I had no basis to put him 
above Rating No. 2. 

0. Now; Doctor, Veoutld “you Book at 
Barbara Gionas.7?)Doctor;eyou did rate this child in 
Rating NO..e2. 


A. Léteme see! 1f*Tecans=—"1I think 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, 1993 
TORONTO, ONTARIO cr.ex. (Labow) 


I rated that baby. asitalino, 2 acid avmnot? 


Q. Yes. 
A. Yes. 
0, But you have told us at page 


5908 of your evidence in Volume 72 that her course 
was not typical of digoxin intoxication? 

A. Pardon me, I am trying to find 
my summary of her course so I can refresh my memory. 

I apologize because I have not had 
time to think about these for the recent weeks, and 
so I do not remember the details off the top of my 
head. 

0. Well, Doctor, this child went 
through a long stay in the Hospital, hac two operations. 

MR. YOUNG: Excuse me, Mr. Labow. Mr. 
Commissioner, I wonder if it might assist the doctor 
if he hada copy of «his ‘evidence? “Doctor, do you 
have the transcript? 

THE COMMISSIONER: I think he has that. 

THE \WITNESS':*" I have ‘then. 

THE COMMISSIONER: Which volume is it? 

MR. YOUNG: It is Volume 72, page 5908. 

THE WITNESS: nO 2 | 

MRu» YOUNGS wee 


THE COMMISSIONER: What page? 
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4 
1 
2 MR. YOUNG: Page 5908. 
3 MR. LABOW:" OQ Starts at page 5907). 
4 A. Okay. 
5 Q. Now), thive whilda, on the 26th of 
6| February, was transferred from the Intensive Care 
| Unit back to the ward after her second operation. 
; A. INU aaMeleua s 
8] 0. And she continued to go somewhat 
9} downhill, was vomiting persistently. There are notes 
10 at the back of the record that seem to indicate that 
11| there was a question -- they were questioning the 
0! digoxin therapy and they took repeated levels. For 
1B example, the level on March the 2nd was 1.9, but on 
March the 3rd the digoxin dosage was lessened, in 
i any case, notwithstanding a level of 1.9. She 
3 continuedMonmaigoxime until the: 7/Cheof March;,fandson 
16 the 7th of March the plan was to hold the digoxin, 
17 and one of the doctors Ware one of the residents, 
18 Dr. Kobayashi, noted in the»Hospital» record) that: his 
19 impression was it was either digoxin toxicity, 
20 congestive heart failure or hyponatremia, and digoxin 
was held. 
21 
Now, on the 7th of March the child 
ae seemed to improve, was not vomiting any more, was 
ad comfortable, but then later on the 8th of March she 
24 | 
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became very bradycardic and died early on the morning 
of the 9th. Now, is there anything that you recall 
that makes her course atypical of digoxin toxicity? 

A. Well, again, she is a baby 
whose symptoms could have been but may have been 
due to her severe congestive heart failure. It is 
difficult to say just based solely on her symtomatology; 
it is, I think, impossible to say which it may have 
been with any certainty. 

I suspect that the fact that she had 
serum concentrations pre mortem that seemed to be 
consistent with the dose she was receiving but had 
some post mortem levels that were difficult to 
interpret led me to put her in the Category 2 group. 

0. Now, you have told us that her 
post mortem concentrations, and these were exhumed 
embalmed tissue concentrations, were ambiguous. Were 
they as consistent with digoxin toxicity as not? 

| A. They could be consistent either 
with toxicity or non-toxicity, depending on what 
other data you might have. 

0. Now, the doctors seemed to be 
somewhat concerned, one of the doctors, in any case. 
Did her disease, in any way, predispose her to digoxin 
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She was a baby with severe high 
3 output failure. She was not cyanotic, as I recall. 

4 She had severe high output congestive failure that 

5 really was not amenable to medical therapy or her 
surgrear*interveneion. = To™ the"extentythat her yheart 
was dilated and in a sense overworked, I suppose it 
is conceivable. I do not think that she had’ any 
inherent dysrhythmias or any hypoxia to predispose 
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I wouldn't have expected her to be 
any more sensitive to digoxin intoxication than any 
other baby with high output congestive failure. 

0. Now, Doctor, without fixed 
tissue or post mortem serum I take it you really 
couldn't place her any higher than Rating No. 2? 

A. i GhinkPehae is. correct? ti 
think she had fixed - not fixed tissue, she had 


exhumed tissue concentrations, yes. 


0. That's right, she had exhumed 
tissue? 

A. Yes, 

0. NoOw,*DOoCGtor, «L*wotild Like* to 


deal with Kristin Inwood. 

Doctor; PIneyouUpPLiI Fst report contpage 11 
and this was your December 16th letter, you comment 
that in this case the fixed tissue was somewhat high 
but inconclusive and there was hyperkalemia, which 
was consistent with digoxin intoxication. In fact, 
could I take it from your evidence that you were 
still not very sure though where to place this case? 

A. Wellyet think®’that at that time - 
are you talking about the CDC? | 

0. Yes. 


A. You are talking about the Police 


Report now. 


een ae 


ae 


a 


yifeoy aioge ai ahs t mrs | 
Sf yo eaivet sade estte Ml its fon overt oa bE 103 
y J¢denrxed et ted Aniag 1 A | a 
ban: site (oped Bakr Jon Bait bad si2 atid 


Bey , ano Oa rsns0nes, eae id peumblies 


hanpdes bet ade yidpix e*jieAT DB x 
Covet 
aor A 
ae oth} Piviow 1 .,tor7oO wworv AW) 


-hoownal niger AsLW [6e5 


appa Ag frogger Aealt Toy ni yr0ISoa 
thammoeo way ixeived drat s9dmosc0d zbOY 2saw eitt bas 


doin: anwanae -eawW Bueeid Soxtl ofd S285 sezeeen bh Jans 


Avidw  sinteteteoovth anw etorls Dis oi ay loneoms tod 


4pe% at .hot¥edixedad mixeprbh itiw Snead ateartoo auw 


ator wo tat sanabeve tvoy mot Jk ehes DT’ bition 


‘se69 aft? sopic of -etelw apvend .oTue yaev fon Liisa 


ents #act® ga coals tabia 1. «htsar A 


cwi> odd trodes paidisa voy ot 


tibo@ af¢ teonde paitias oxe sox A 


ANGUS. STONEHOUSE & CO. LTD. Kauffman, 7298 


TORONTO. ONTARIO Cr ext (Labow) 
0. Yes. 
A. Wells, Whythink UWaandicatedwdi nay 


report that I thought that this case was suspicious, 
that there were several things that were consistent 
with digoxin intoxication but that because the 
uncertainties of the tissue concentrations in the 
fixed tissues I had to be careful in terms of the 
certainty that I expressed this. 

0. Now, Doctor, you later received 
the sample of 491 nanograms in serum that we have had 
a lot of discussion about and that seems to you to 
be very supportive and you changed your view somewhat 
in your January 17th letter to Mr. Wiley, and that 
was the note, and I think it is page 3, where you 
comment that even if you assumed that the actual 
concentration at the time of death was one-tenth the 
measured concentration, that would still be consistent 
with a lethal dose? 

A. mes. 

0. Now, Doctor, you comment at the 
end of your note that you had some concern about the 
high concentrations in fixed tissues? 

A. Right. 

0. Now, this child had been 


reveiving digoxin at the hospital she was at previousl 
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and it was held at The Hospital for Sick Children, 
although, she did receive what we have heard to be 
an excessively large dose by mistake. Could her 


prior digoxin therapy account for most of her tissue 


levels? 

A. Well) 120 1s ditiicult to answer 
that because of the difficulty in interpreting these 
kinds of samples, the concentrations in the fixed 
tissue, I think it was fixed tissue I believe. 

0. It was fixed tissue. 

A. Yes, were higher than what were 
recorded in other cases in which fixed tissue was 
assayed, it was quite a bit higher. So, that 


concerned me. It is possible that chronic previous 


digoxin administration could produce tissue 
concentrations in such a range but it concerned me 
that in the several tissues that were assayed that 


they were all consistently, the digoxin concentration 


was consistently higher in all these tissues as I 
recall than in any of the other cases in which fixed 
tissue concentrations were determined and that was 
probably a major factor in leading me to be suspicious 
in this case. | 
The plasma sample then that I became 


aware of later simply reinforced that impression. 
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4 
1 
2 0. Now, you told Ms. Symes that 
3 even if that sample had been left in a refrigerator 
4 uncapped that you felt it would be unlikely that would 
5 recuce the digoxin level tenfold? 
i. A. I thought that was an extreme 
reduction factor. 
"| 0. So, you would consider that at 
8| the very least the serum level of this child was 
9) around 50? 
10} A. PGthink- attthe very least/-1 
111 think it is unlikely it was even that low but for 
12 the. benefit of the doubt D*redticed “it’to 1710th and 
2 that comes out to bevaround §50¢t 
| 0. Now, if this child's serum level 
a was 50, taking the very minimal, would that still be 
12 consistent with a lethal administration within about 
16 an hour? 
17/ A. It could be, depending on what 
18 other variables you want to throw into this 
19 speculation, 
90 Q. Now, Doctor, you seem from what 
we were just discussing regarding the tissue levels, 
a? do you have any answer now for a very high serum 
a level and high fixed tissue levels, a serum level 
23 of this magnitude? 
24 
25 


‘eivow ie efeoti Lan ad 
S4 al oe 


sifeides th 25W ted Jape eh: 


ea e - 
oe) 


fe tesa Yobsanoo vhuot wy (Oi 
~Vvs 


| b . 


ay ‘ ? 
d a Toole vt le 
. saw blido #ied. to feet test oso silt 


eee ee 


| yy so] Bidets 

| (| dasol visw ort ae +7 A 

| eae - 

| tor. sud wot Faia Biome list) oe ef, dt) Tes 
ni OINL of 22 Deas tau feos Yo ghrensd 2g 


: 


MAteERNsd 0; T4o senos yall 


wor moe 2 a 
(Pinte ssas ive ceil ies st? pride? ,0¢ BAW 


Spode vats ote fertiet « datw aneselenos 
oC Stuart! ms 


io paibe Wee aF iio oT K 
eta ote Eien oo SaaW OY as Ldetiey tailto 


‘| : . 


corse 119344 


joiw mont masa UoY Aepee” wow 4) 
sfeyeal auael? sas palpi irs gai zauoeLh gnu. e1sw ow 
| masa dptd yey 6 16%), wan Tawene YRS eve roy @b 

Leve! ayzee &  ehevef aueats bess tpin San Lave: 


tohediagad ehdy Td. 


ANGUS. STONEHOUSE & CO, LTD. Kauffman, 8001 
TORONTO, ONTARIO 
cr.ex. (Labow) 


A. Of 491? 
0. Yes. 
A. Wel) eitlis hard tolaccent that, 


to explain that number at face value, it really is 
difficuity. “b-think that probably ‘the ‘real“post 
mortem level was somewhat less than that but I don't 
know how much less. I think it is highly unlikely 
that itewas  aetentn ‘of that, although, that 156.4 
number I used to provide an extreme minimal calculatio 
The tissue concentrations in a child who has been on 
chronic digoxin therapy, as I said, could be 
consistent with that but are not inconsistent with a 
child receiving a large bolus of digoxin within an 
hour or two prior to her demise. The tissue levels 
are Significant in that they are higher than any 
other fixed tissues in any other cases but you still 
have to be very careful about quantitative inter- 
pretation. 

MR. GABOW:. Thank you, Doctor. I 
have no further questions. 

THE COMMISSIONER: Yes, ali right, 
thank you. 

Well now, Miss Jackman didn't turn up, 
Mr. Olah, so, we passed over her and over you but I'm 


going to come back to you unless Mr. Tobias wants to 


stand down. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 8002 
TORONTO, ONTARIO cr. ex. (Olah) 


MR. TOBIAS: I will require a few 
more moments to gather my thoughts, Mr. Commissioner. 

THE COMMISSIONER: Yes, all right. 
Then, Mr. Olah? 

MEseOUAN: —Thank you, Sir. 
CROSS-EXAMINATION BY MR. OLAH: 

THE COMMISSIONER: If you're asking 
Mr, "OLaln now long new willbe, 1 ‘can-tell you that. 

Me™ OLA AY hadi an hour, sar, and 
then the blade comes down. 

THE COMMISSIONER: He is going to be 
a had? arr hour, ves. 

MR "OLAH 6 “Pt "ils; "a*selbt-—destruct 


Situations) senrnk. 


0. Doctor, good morning. 
A. Good morning. 
0. As I probably earlier 


mentioned toyou *Lact**for ‘a ‘Registered ‘Nursing 
Assistant by the name of Janet Brownless. 
Pvourd-=biikve vo. turn you ,- Si YP fist 
to the case of Kevin Pacsai. Have you had a chance 
to review the notes you made for the Atlanta study 
with respect to Kevin Pacsai? 
A. Not recently but I can pull them 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8003 
TORONTO. ONTARIO Cr ex. (Olah) 


0. Perhaps we could look at 
Exhibit 273. I believe it can be found at Tab 34. 

A. I'm sorry, what exhibit number? 

Q. The exhibit number is 273. Have 
We .GQOt 2737 Mr abo. 

THE BCOMMISSTONE R= Ts sityExhubi ts 72? 

MR. OLAHS Sh Uanologi zen. 12. okt is 
your summaries for the Atlanta study. 

THE WITNESS: . Okay,I have it. 

MR... OLAH: Q@ If you would be good 
enough to turn to the case of Kevin Pacsai, Doctor. 
In .particulay,..t would like -you to turn to,the comment 


section on likely route, dose, time of administration. 


A. I have a copy here. 

Q. Thank you. 

A. Thank you. 

0. Doctor,.0do you ,Still take.the 


POSLtIOn whats Gout lined in «hat paragraphs 

A. Tt =had’ to be .adminastered, during 
the 21 hours after admission. Is that the paragraph 
you are referring to? 

Q. Yes, that's the paragraph. 

A. Todon eat hina O pony aoa 
reason to deviate from that at the moment. 


Q. From the fact that you are 
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unable to speculate as to route except most likely 


would be parenteral? 


A. Parenteral. 
0. Parenteral. 
A. Although, a large oral dose 


hours earlier could be consistent with the findings. 

Q. Alt rig. “iy Other words, you 
are still of the view that the more probable mode of 
administration would have been parenteral. By that 
I take it intravenous? 

A. Yes. Parenteral is a general 
term for injection or anything other than oral but 
the MOS€, sl think the most: likely, if it was given 
parenteral that it was probably given intravenously; 
intramuscularly would not have been very practical. 

0. Well -no, what Lom ‘trying to 
ascertain from this paragraph - in this paragraph you 
indicated that in your view it was more probable 
that an I.V. administration was the mode of admini- 
stration thanverat, am m correct? 

A. That’ rs *correct #F PF thought both 
were possible but 1£°% *had¥to "pick one “over "thevotier 
one I thought that parenteral was more probable. | 

Q. in fact) quyre asbit more 


probable because you said most likely parenteral was 
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the mode of administration. Am I correct in that? 

A. Right. 

0. AUC tee | Os Last aloe: aie kee 
your present position today in fact is in the manner 
you outlined in this exhibit that the most likely 


route was parenteral? 


A. I think I would still agree 
with that. 

0. Okay. 

A. Given the uncertainties Sf 


and my qualifying statements, I think that and my 
qualifying statements have to be taken together in 
GONTEKe. fas 

0. LL wnderstand that. You can’t 
exclude the possibility of oral administration but 
the most probable scenario that you posit today is 


thatwm~the .case, 0b Kevin Pacsai it was intravenous 


administration? 


A. If indeed it was given. 
0. Yes. 
A. I think I would agree with that. 


0. All right. Because when you were 
examined by Mr. Lamek I believe the tenor of your 
evidence was that it was equally possible that it was 


oral or intravenous but your better view I take it is 


duit Sipe I au gape HA 
ssanem ora ert zi Jant ne yohod aes 


r a 
visitD dson ett fend BEC bites a © rh Bs 


agipe J 1.32 scr I aot > 


i? 
fp Ao estan Lat> senu of soe oe 
he - 
im Otte +i tects [ song as LLBaup ” 
ai -ad3eposd a19rbe mit Og vst eden: 2 prily: 
} . i : 
‘hape Wot: wt RAS ots Ropes bel) » a ; 
such Holtetae 60LmO6 fxg ch vata eeeee _ 
ka 
ai Vabos Sleod) 4oX art okssnbe eidedoty ee oi i 
Honaversirl AGY bi fF ar. re 5 Tay) saga Saletan 5 
: 1 
Sqolaet pisebnbmbe he 
(auspy 2bw 4 Laohnk ah A : iT 
oaay y 
sda (iotwW @S7b8 ms fe t tnid d A 
ajay MOY aot vyunasl. oop CIA 7) 


sey 2a “seuss ofa ovetiad 7 Ansell sim Harmer, 
aw 24 das eldiewoy yiiaups =ew Ji apts 26 


ai ¥i Stes T wolv ss2eed wey ad anonswun dtl a i 


24 


Zo 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8006 
TORONTO, ONTARIO Cr ex < (Olah) 


that it was most probably intravenous? 

A. I don't think I was examined 
by Mr. Lamek, it must have been Miss Cronk. 

0. Or Miss Cronk. 

A. I would have to look in my 


evidence to answer that. 


Q. ful lst wohe: 
A. I don't remember what I said. 
0. All right. But I just want your 


best evidence today on the case of Kevin Pacsai and 
it is as we have already discussed? 

MS.:CECCHETTO: Perhaps my friend 
could refer the doctor to his prior testimony in light 
of the fact he has pointed out the inconsistency in 
his evidence. 

MR sfOLAH: GWelly IPeam not “pointing out 
a previous inconsistency, I want the doctor's best 
evidence. If my friend wishes to re-examine the 
Goctor in that area she is most capable of so doing, 
Mr. Commissioner. 

THE COMMISSIONER: Yes. 

THE WITNESS: And I think my opinion is 
that it could have been either, that if I was to choose| - 
if I was to speculate,..to pick one route over the 


other one I would pick parenteral over oral but 
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im 

1 

- think the two are possible. 

3 0. fi understand that, thank you. 

4 Now, assuming mode of administration 
5 | being by way of I.V., I take it that the - what is the 
Al point that youlitake 2t back from; Doctor, is it the 
: first symptom or is it the arrest that you calculate 

} back from for your time of administration? 

| A. On Pacsai? 

| 0. On Pacsai. 

10 A. I don't recell specifically when 
11 | l didvthe estimation... Actually,.ion this note 1 was 
12 calculating from the time of admission to the time 
13| the patient was resuscitated and I don't think I was 

attempting to make a critical decision as to exactly 

ie when death occurred in this patient because I didn't 
9 think that I had enough data to be that specific. 

16 

17 || 

18 
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20 | is 
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22| 
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Or What I would like to discuss 


with you, Doctor, is what is the maximum window, 
or the time, taking 1 t back the turthest,.ot which 


an administration of intravenous-—oral, or intra- 


venous digoxin could have been administered to this 
child in, av lethal dose. 

Pwould like lto know, ©irst.of all, 
what point do we take from which we calculate back? 

A. Well, this has the same 
problems and vagaries as all the other natients we 
tried to deal with this question; that is whether 
you define death at the point that the arrest 
occurs? or at the point ite threatening ~dysrhythnia 
occurs; Or at the point in time when the resuscitation 
team decides they can't do any more for this patient 
and decide to pronounce him dead. 

As I think I have stated previously, 
death. 15 probably occureing in and continuing during 
that MetLOOmO tml Mo wecOuiel S hard tO detine tiie 
actual time of death. I don't remember offhand 
the specific time frame of events here. 

O. Let me heln you, Doctor. 

The arrest occurred at 8:45 a.m. and the ‘child’ was 
pronounced, dead gat 10s) LO arom. 6 YOUsWi berecal ls that 


this chitd was transferred from the ward to ICU at 


oad she feo ue on ‘ont 44 
<painh ie (het to dutverveininbs 
aida tat Shade inimbin. wend — akxoei even 


ite do degtt sword os oath E brome . 


os ated esatusies sw dois ina odd on ob stieg teacdw | 
othe Sd eof ais of ta cr ae - 

ow edition rofvo att Lie ae agisapev ban enoldeng 
sudtedvww cag PACs so bane, bal teiw Laeb ot baiad 
jantat ots Jecbt, Intog id 9! Héseb suztebh poy 


elewiayddeyh: prines 6&2 eek siiv) ae is Se 26. 40 te tuD90 


bite tt etdzevees onfd urd) omit jnfoy egy se-a0 \enuese 


aie Bid 203 ovom Yips Ob STiBD gant Sebtoet meee 


fn | a 
pbeeb min sdnhatetqG of obiasb bre i 

Cetoivand pad ese oved 2 vital Fer 
one polondaneo Fee ml) pe eeeeeG vidébdeth zi dread di 
i4 erlash-td- Boat elcas a venta to Solseq Jerht ae 
bret ite edie +’*eoh 2 i tesb, te smks. Seugon “as 


aja adeare to°omex! omit aittnege ond 

soya! ley olen en oe «0 
aaw Blid» ods bee om.o A027) oe hewitogo gaeezs oat 
sets Tihs Lie tev <an nerOl Fac bash hooeuonedey 


; 5o WOT #9 banaw oto. Mor? ‘bedszSteaNtss. Shw bitrp vader y 


ANGUS. STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8009 
TORONTO, ONTARIO (Olah) 


6o “clock #in thie morning? 

A. Okay. 

Oy And shortly thereafter the 
ante mortem sample was taken. 

Ai Right, 1 Okay * sNedsd,;tadaan 1 
don e*thamk wel tdontinethiink Patried to=pisy down ra 
window based on a definition of the time he died, 
because Pithought that there just was not enough 
data to pin down a narrow window in this child. 

I suppose if I had to I would say 


that his critical event was at the timesthat» he 


developed his arrest at 6:30, or whenever. 


OF He arrested at 8:45 a.m. 

A. He was having problems long 
before that. 

Ox No question about that. 

A. Thabheistwhy rpttisoa fproblem 


for me, because he was having problems with 
dysrhythmias for several hours prior to that, and 
then finality vhad taaiultecardiae auresthat e<45aa 1 
don't remember exactly how long the resuscitation 
effort resumed, tit "was -a Little over an hour think. 
Ox Ltiwaseitom 8e253to 10310: 
A. So sbtewas‘an hour and a half 


approximately. So death, you know, could have 
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assumed any time in there,but he was having symptoms 
several hours before that arrest with hyperkalemia 
associated with it, which to me is evidence pape tatent 
with digoxin intoxication being present several hours 
PE1OF EOnthehactual arrest: o. tl doen't. know,if this is 
responsive to the question you are asking, or not. 

Os WUstesomlecanstel) you, 
Doctor, what I am trying to achieve. I would like - 
my client went off duty the evening prior at about 
72:30am thefeverning,. allgrsgqht.. What I°m trying to 
ascertain at this stage is the maximum window, the 
maximum time back at which an IV dose, lethal dose 
of digoxin could have been administered. Now, in 
order to get at that time, the maximum time back, 
you and I have to have a point of departure. What 
I am trying to ascertain is do we calculate back 
from the time of death, time of arrest, or from the 
time. stha tjwiars tusyvmptoms. of digoxin, toxicity appear? 

ike Well, oo o1dniits Look Atti s 
case that way. I looked at the time that he was 
admitted to the Hospital, and I said,you know, 
looking at how things progressed it could have 
happened any time after 8:00 p.m., now -- 

OF I understand how you looked 
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hes tf Lehadeto pick a tine that 
he may have been exhibiting signs of digoxin intoxica- 
tion it may have been as early - he may have started 
exhibiting signs of digoxin intoxication as early as 
3:45 a.m. when his condition suddenly changed. 

Ox Well. -to be £4217, 

Mr. Commissioner, and I have pointed this out, that 
ismactualiyit¢ro'ckeck, the notations are from 3;45 
on. 

A. Okay. 

Ox But the actual notation with 
respect to symptoms is 4 o'clock. 

RE Okaypalk wilk decept that. 

You know, the earliest that he might have been 
exhibiting signs according to the description and 
the chart was around 4 o'clock in the morning. 

Oe Would you agree with evidence 
we have heard earlier, that with respect to intra- 
venous administration, that one would expect to see 
signs of digoxin toxicity anywhere from half an hour 
to five minutes before the symntoms occur, does 
that range seem acceptable to you? 

THE COMMISSIONER: E'mpserry) ywoank 
was the question? 


MR. OLAH: I am sorry, anywhere 
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TORONTO, ONTARIO (Olah) 
from --- 
THE COMMISSIONER: What do you 
expect him to - are you talking about the dosage or 


talking about the time of administration? 

MR. OLAH: I am talking the time of 
administration, yes. 

THE COMMISSIONER: The time of 
administration, yes. 

MR. OLAH: Q. We have heard evidence, 
Doctor, that symtoms are - generally appear, 
symptoms of digoxin toxicity anywhere from 5: to 30 
minutes after the administration of a lethal dose 
of digoxin; do you accept that time frame? 

A. I think they can appear 
during that time. It depends a great deal on the 
dose, the dose, the rate at which it is infused 
and a number of other variables that one has to 
define. In factj*«if I remember right there are a 
couple of case reports I have read where it was 
longer than that that there was a documented over- 
dose. So I suppose those could be the range of 
the closest time that you might expect some symptoms, 
Inthink Bt could&be-lengerethanithat possibly too. 

O% What is the longest period 


that you would Ttakeoutibacky)iDoctor;sbearing in 
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mind we are talking about a lethal dose of 
digoxin? 

A. Well, a lethal dose is not 
a very tight definition. It could be a tenfold - a 
lethal dose in one patient is not a lethal dose in 
another patient, and that really doesn't define it 
for me. 

‘Or I'm afraid we can't be more 
specific; but also bearing in mind that this child 
was honourable given the previous problems it had. 

A. That Sainte oles Was 
probably more susceptible than most others - than 
a lot of other babies at least because of his 
inherent arrhythmias. 

Oe Bearing in mind those two 
factors, that we have got a lethal dose and we have 
a susceptiblie ehild, 1. can’t assist ‘you any further 
than that in terms of dosage. What is the maximum 
timexthal vou would take it back an terms of antra- 
venous administration? 

THE COMMISSIONER: Let me get some 


help from him. We are dealing with Kevin Pacsai, 


insofar as you can - are we not? 
Me EOLA: Oh, Ves; .absolutely. 
THE COMMISSIONER: As far as you 
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canvuserthe tacts or this®chiid Tf you can“neiLp us 
as to when the earliest time of the administration 
of a dose was. We are not dealing with a reading 
of 491, we are’ dealing with a-reading in'the 20°s*% 

Me" OLAHS Absolutely. 

THE COMMISSIONER: And we are dealing 
with the start of symptoms at 4 o'clock, assuming 
that. You can assume anything else you like, if 
you can reach a time, the earliest time at which 
a dose could have been administered. 

THE WITNESS: Erol tewas*orven, <2 
we accept’ that 4 o'clock is the earliest onset of 
symptoms and those symptoms were due to the digoxin, 
I think that the dose, if it were given intravenously 
could have been given anywhere within - oh, an 
outside number is very difficult to come up with 
and defend, but I- suppose Ito 2 hours at the longest 
FOr@-*inethis patient, if he got a single bolus 
of digoxin big enough to cause the symptoms that 
were observed and the concentrations that were © 
observed post mortem. We do know that there was 
some fair amount of digoxin in his lungs, a relatively 
high concentration, so some distribution had to take 
place*atwlédst*in’the lungs?- “So? that” there ad to 


be"some Type "or “distribution, so*that”™ takes’ us 
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longer than 5 minutes in my opinion and probably 
somewhere out to at least an hour, if not a little 
longer, but this is very speculative. 

MR. OLAH: Oni rliunderstande that; 
and if we are taking the time at which the first sympto 


are exhibited as the time for calculating back. 


A. When I did this exercise 
just now? 
0.. Yes. 
A. Yess 
On Many ightsak Now; Wiwould like 


to then turn to possible oral administration, 
Doctor; and we have had evidence from Dr. MacLeod 
that with respect to oral administration he would 
anticipate seeing symptoms anywhere from 1’; to 2 
hours after the administration of an oral large dose 
of digoxin; and4fornimyi friendssat astat. Volume; 63, 
page 4141. 

Dr. Spielberg on the other hand 
testified that the range in his opinion with respect 
to oral administration would be 1 to 3 hours. 

Dr. Hastreiter testified -- 

THE: COMMISSIONER: Before you go 

on, Mr. Olah, I have expressed my views On this 


kind of cross-examination before. I would much 
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1) 
| 
2 | 
| prefer to have Dr. Kauffman, he knows it, I would 
3| 
much rather have your views on the matter rather 
| | 
* than your confirmation of other doctors. I have no 
| 
2 | objection, this may well be fair in the sense that 
6. he won't be disturbedpbyaeirt;ebut it helps ~me,more 
7 Lfilages ibs viewathan if I get his confirming of 
| other views. 
| MR. OLAH: I understand, 
9) 
| Mr. Commissioner, and I am simply putting these 
10/ 
f pieces of evidence to him so he has all the 
i} evidence and then I am going to ask for his 
12, independent opinion. 
13) MRinSGOPR: You should have given 
14, Mr. Olah formalgnotice you seei 
15 THESGCOMMISSTIONERS: Yes, qthatvzis 
} nEobte 
16 | 
MR. OLAH: Formal notice that I 
¥, 
shoulde-s-= 
18 THE COMMISSIONER: yes. Well, at 
19 | any rate I managed to get my views through to you 
} ; 
20 || LE you want to hear whatiDr’ .Hastretterisaldytoo 
91 | before you venture an opinion that is fine by me, 
oi | 
97 | but I really want, yourNown, not his- 
THE" WITNESS: Well, my curiosity 
23 
is piqued now, but I will try to give you my own 
24 | 
25 || 
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TORONTO. ONTARIO (Olah) 
1| 
| 
E10 independent views. 
: THE COMMISSIONER: Plicle ey ie. 
4) MR. OLAH: Q. Dr. Hastreiter on the 
5 | other hand was of the view -- 
6) THE COMMISSIONER: MOU ate One & 
x4 going to get a chance. 
P| MRSZOLAH: OOP Weblbwhersaid®his 
appetite was whetted, so I am salivating it there. 
| Dr. Hastreiter was of the view that it would be 
10) anywhere from 30 minutes to 2 hours. 
11] Doctor) what is your*bestsopinion 
12 as to the maximum window with respect to the earliest 
13) time for oral administration? 
pi Ae The earliest time? Well, I 
ie think all the ranges that you have just quoted me 
| nakethe ypor needa tert his very rdprficuit itetdo this 
” because there are a lot of vagaries and variabilities 
17 | involvedeinivoralwadminirstratidncand absorption? rin 
18 a given child with no data you can just almost 
19) speculate anything based on what has been reported. 
20 | OF Right. Let me just posit 
a1 | one more thing. 
4 MR. YOUNG: lithe icovuld- use fi ns 
| his answer. 
23 || 
MR. OLAI: OQ. May I make just one 
24 | 
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more point, we are talking about the Pacsai child 
now, DOCtor,=-al IAn ght? 

A. The toe Sr oli ys Dut. We. cionis £ 
have any data on this child so the best we have to 
do is say, what is the wide range that has been 
reported with oral intoxications in the literature. 

There have been a few children reported 
to my recollection who have taken oral digoxin in 
Overdose who have not shown any symptoms for 5, 6, 

7 hours. There is one little boy I recall reported 
in the literature that came in two days after he had 
taken digoxin overdose, with symptoms, that is an 
extreme... 

If the digoxin was given to this 
baby as a liquid form, as the elixir, or as the 
liquid IV preparation but given orally, I would 
expect the symptoms to occur earlier than 6 or 8 
hours because the absorption from a liquid prepara- 
tion is generally faster than it is from tablets. 

Sol haveto accept that itis 
possible that symptoms could occur within a couple 
of hours after, probably, if you want me to give you 
another I will say two hours, and it could have been 
as long aos2. toes Tours i think; orally. .Or,- 28 it 


was given in several oral doses over a period of 
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1] 
, 
| time it could have been even longer than that. 
Q. Given all of the facts that 
bi we are aware of with respect to the Pacsai child; 
5 | namely the distribution in the tissues; the lengthy 
6| time between the first symptoms and the arrest and 
a| death; or do you see that last scenario, that 
a multiple oral dose as being likely? 
A. Being likely? 
°| Oo" As being likely? 
10) 
1s I suppose I see it as being 
11] as likely as a single oral dose except it would 
12 | take more of an effort on somebody's part to do it, 
13° Or more errors involved, which makes it somewhat, ; 
P| unlikely. It would make it a little easier because 
15 you wouldn't have to give such a large volume each 
| time. So there are probabilities that weigh against 
a each other in trying to say which is more likely, 
- a single oral dose or several individual doses given 
18 | a few hours apart. 
at Or Going back to the ultimate 
00 | question, what do you perceive to be the earliest 
21) time for administration under these two modes, 
a did I understand you to say somewhere in the range 
of. 4 to ws nours? 
23 
24 ots 
25 | 
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A. I think an outside number could 
be ‘that ‘long, If it ‘was ‘given as a single oral dose 
of a liquid preparation. 


0. Doctor, I think you have already 


sald, turning co tie Inwood chata, that oral 
administration with respect to that child was unlikely 
and that consequently you see, I take it, I.V. 
administration as being the most likely route or mode 
of admrnvstracton with respect to’ that child? 

A. Pook oct tet Nad “tO Cnoose 
between the two I would say that was a little more 
likely, yes, or somewhat more likely. 

0. Now, in the Inwood case arrest 
OCCUrred ates. sO 1 thie morning and death at 3°0° Clock 
in the morning. letaxe ite tnat. going through the 
same exercise we just completed with respect to the 
Pacsaiceniid bute applying 2t to ce Lnwood child, 
what is the maximum time or the earliest time at 
which a lethal dose of the kind we have talked about 


would have occurred with respect to this child? 


A. The longest time before the onset 
of the arrest? 

0. Yes. 

A. Well, under that scenario we 


have to allow for some significant amount of tissue 
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distribution. We also have the problem of a very 
high serum concentration which may or may not be 
COTSE Ci. 

I think allowing for the tissue 
concentrations that were observed, albeit they were 
difficult to interpret because they were fixed, but 
we have to assume some distribution, I would have to 
make it longer than an hour, and again, this depends 
on the size of the dose given. If it was given as 
a Single intravenous dose, I think it is unlikely 
that it was given longer than three or four hours 
prior to the onset of the symptoms. 

0. So. ithaty uf my ;client were .vofet 
the evening previously at 7:430 win tthe: evening...) take 
it, Doctor, she could have had no direct involvement 
with respect to the death of this child? 

A. Well, I suppose I could answer 


that to the extent I think it is somewhat unlikely. 


Q. Hirohiynumiskeby, sDac tore 
A. I will agree with you. 
Q. Doctor, L.would like, -to.-go+-back 


to your Atlanta notes, summaries, and I would like 
to just deal fon a moment, feb may gewith.respect 


tOcthe.lombardovehin.d. Again, I would. like to turn 


you to your comments on likely route, dose, timing 


of administration, 
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A. I have that sheet in front of me. 
0. There you indicated that in your 


Opinion I.V. bolus or rapid infusion shortly before 
death, 30)co CG minutecess Doctor, I was just curious, 
how could you arrive at or how, in fact, did you 
arrive at that opinion? 

A. I think it was based to a large 
degree on the description in the chart of her having 
been apparently fairly stable and suddenly having a 
change in her clinical condition, which were symptoms 
which were suggestive of digoxin intoxication. 
According to my notes I have here, over a short 
period of time she developed an irregular heart rate, 
bradycardia, weak pulses, she vomited, developed 
ventriculanehabnallation, did not respond to 
resuscitation errorts, and I think in a baby who 
appeared -- she was not well but she appeared to be 
relatively stable, suddenly ‘ad these kinds of 
symptoms develop, and I thought that the most likely 
scenario was that if digoxin was given in an overdose 
it was probably given within an hour prior to the 
development of sudden onset of these symptoms. 

0. And-al hake vitcthat ais pssbil} 
your opinion today? 


A. Eethink so. 
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0. Thank you.’ coum larly, I’ would 
like to turn you to the Belanger child, your notes 
on the Belanger child, again to the comment section. 

A. Okay. 

Q. And there you indicate that if 
it was administered on 4B, it would have had to have 
been within five hours of death. Was that based or 
predicated upon the time at which the child was 
transferred” Lo* thers 1oor? 

A. Yes, that was simply because 
the child had not been on that ward prior to that. 

0. poctor,+i- would like*to~‘then 
turh "vyourvto" the tines” chitd,—1 fl may: 

A. To rene CDE report ‘on Hines ‘or 
Hines in general? 

0. Yoo 1 WOUld ike to ri1rse curn 
to the CDC report, and there you indicated that you 
were unable to speculate as to the likely route, dose 
or taming “of-administration. 

Doctor, given all of the information 
that you have assembled to date with respect to the 
Hines child, are you in any better position today 
to render an opinion as to likely route of admini- 
stration than what you were when you assembled a 
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73 

1 

2 A. I really do not think so. We 

3 have very, very minimal laboratory information, 

4 digoxin) anformation on this child, and if there was 

5 no digoxin present on the exhumed or the fixed tissues 
6| on this baby, I think that there is very little else 

| that would have suggested to me that this baby 

j suffered from digoxin overdose. The fact that it 

: was present and he had not been prescribed digoxin 

9) I think were a significant combination of factors 

10) that“ edine ttoirate’ thiswchild as a probability of 3. 
11| Q, Doctor, the time parameters that 
12/ you and I discussed relating to the Pacsai child, 

13 the windows, as I have called them, can they be 

applied also to the Hines child? 

e A. There just is not the same 

" degree of clinical or laboratory information on this 
16 child that there is with Pacsai, and it is considerabl 
17 | more speculative to try to place a window on this 

18 child, ‘and that’ is: why4l idit not attenpticto' doit 

ia earlier. 

20 I understand your problem but I have 

a’ problem too }-= 

ck Q. I understand. 

= A. - tin “trying ‘to tgive ‘you ‘opinions 
= in a vacuum. 
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0. Wel 1} .poctor; + bearing” ine maind 
that the Hines child arrested at 4:10 in the morning, 
do you see a lethal intravenous dose being given any 
earlier ‘than; say, thréewhours?priogete the larrest? 


do you see it as being probable? 


A. I suppose if I had to answer the 
general question of if you give an intravenous bolus 
of digoxin in an overdose to an infant are you likely 
to see symptoms within three hours, I would say yes. 
Do you understand my answer? 

0. I understand your answer. I am 
notmsume that 1t really --= 

A. But we did not have enough 
information in this patient to really pin anything 
down. All we had was a baby who had a lot of other 
reasons to have arrhythmias; he looked septic and was 
very sick and in whom digoxin was found after death 
in tissues. 

Q. Ail ecighnt: Assuming hypo- 
theticahly ithatieimefact an IJV. Gnede*oPilethabedosage 
Gf idigexin ediceim factiecduse the deatintofthistechild, 
do you see such a dose being administered any earlier 
than three hours back from the time of arrest, eye 

A. Lt can.tanswex tothe -extent I 
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0. And similarly, with an oral 
dosage, can we go back to, I believe it was five 
hours you said in relation to the Pacsai child? 

A. It would be longer with an oral 
dose. 

Q. Can you see it as being more 
than five hours? 

A. i BOOK Ce ES SUN Ke Ly. 

0. Thank you. 

BHE COMMESSLONER shel, EChankwathat ast, 
Mr.Olah. There may be some time at the end of the 
morning. 

MR. OLAH: I have just one more 
question, Mr. Commissioner, but if --- 

THE: COMMESSTONER:: No, nogikepit is 
just one more question, that is fine, and it will 
have to be a long question, I guess. 

MR#COLAHs: (emiboctor ziwath mespect to 
thebombardo child; you will recall that in Exhibit 
95c, that is the Report of the Centre of Forensic 
Sciences, stomach contents of 629 nanograms were 
found at Sample T-60, T-61 smail bowel was 280 
nanograms. I believe those are total values? 

A. I think they were total 


quantities found in whatever the contents were. 
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0. The simple question I had was 
those readings, do they assist you at all in 
ascertaining whether, in fact, the mode of admini- 
stration, assuming lethal dose causing death, whether 


that mode of administration would have been oral or 


intravenous? 

A. They really are not helpful 
because --- 

Q. Are they neutral then? 

A. I suppose they are neutral. I 


think I really tooks themsanto accountrveryniattle;,fif 
any. 

MRE eOLAHéae Thanks you;7 Doctor. «ifam 
very grateful. Thank you, Mr. Commissioner. 

THE COMMISSIONER: Mr. Tobias? 
CROSS-EXAMINATION BY MR. TOBIAS: 

0. Yes, Doctor, my name is Warren 
Tobias and I act for the family of the infant Jordan 
Hines. 

In giving evidence when you were last 
here, Doctor, you made several references to the 
Sudden Infant Death Syndrome, and I believe it is 
fair to say that in summary you had indicated eae 
your view that was a syndrome without specific 


pathology. I wonder if you might just elaborate for 
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us On specifically what you meant by the phraseology 
‘a disease without specific pathology'? 

A. I think that sudden infant death 
is a diagnosis of exclusion. Clincially to me 
sudden infant death occurs in an infant who is 
perceived to be essentially well prior to death and 
is suddenly, for unexplained reasons, found dead 
usually associated with sleep, usually no sign of 
a struggle, and maybe a little bit of secretions or 
vomitus in the mouth, but very little else. 

Pathologically there are a number of 
findings that have been reported associated with 
babies who have died under these conditions, and I 
think those have been described previously. I think 
they are all consistent with sudden infant death, 
and they may at some point in time in the future turn 
out to be very important in helping to positively 
diagnose. 

My feeling at this point in time is 
that although the pathological post mortem findings 
that have been associated with babies who died 
suddenly and unexpectedly are consistent with that, 
they in and of themselves do not positively ainenoga 
sudden infant death; they may suggest it, they may 


support the clinical findings, butj af there are a 
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number of contrary findings they do not invalidate 
all of the contrary findings. What I am saying is 
that I do not think there is any clinical or patho- 
logical finding that is a sine qua non of sudden 
infant death. 

0. Now, if we were to exclude in 
a case of suspected Sudden Infant Death Syndrome the 
clinical factors, in other words, if we were to give 
you a pathology report indicating only what the 
pathology findings were and if we were to blind you 
with respect to the clinical history of that 
particular patient and give you absolutely no infor- 
mation with respect to measuring the pathological 
findings against that background, in your view, 
would it be possible to definitively call that ceath 
Sudden Infant Death Syndrome? 

A. I am not a pathologist, but I 
do not think I could positively and definitively 
say that that is sudden infant death, regardless of 


any other information. 
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I think that it would be reasonable 
under those circumstances to say this is highly 


suggestive of sudden infant death and if the other 


information available is consistent with sudden 
infantwdeathnethen ateis: 

O. ALl “rzght: Now, specifically 
with respect to the Hines case, what other informa- 
tion was there in that chart when you reviewed it 
yourself which caused you to reject as a realistic 
possibility the diagnosis of Sudden Infant Death 
Syndrome? 

AA Because this baby had been 
sick for a little over two weeks, as I remember, 
prior to his admission here. He had been seen on 
I think two occasions with some bouts of apnea, he 
was found to be bradycardic on several occasions, 
he was listless, he had poor feeding both at home 
and after his admission, he had an elevated tempera- 
ture and he looked for all the world like a septic 
baby, although, I guess his cultures were negative. 

He had dysrhythmias occurring, he 
had apnea occurring prior to and I think after his. 
admission but I'm not*sure about the after admission, 
Tiwoubdihaveito lookSat “his *chart. 


This baby had other things going on 
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for several weeks prior to his admission here. A 
baby who looks as sick as this baby and then dies, 
in my judgment is not a sudden infant death, he died 
from some pathological condition and that is what 
makes me think he was not a typical SIDS. 

@? All right. Now, you used 
the phrase dysrythmia and we have heard the phrase 
used many times in connection with this baby 
arrhythmia. Do I take it those are one and the same 
thing? 

A. Webdk, obey think sounnintentn- 
it is just a semantic difference. I think our 
intent is the same. Arrhythmia to me means absence 
of rhythm, dysrythmia means an abnormal rhythm. 

QO. Al thaghbes 

A. Soanul thank fthatoneople 
interchange those and use them interchangeably but 
I choose when there is a rhythm but an abnormal 
rhythm to denote it as a dysrythmia. 

Q. All right. Now, whether we 
call if dysrhythmia or arrhythmia is there anything 
specifically rebating to thisichaldtsshistoryawith | 
respect to arrhythmias that causes you any 
difficulty with the Sudden Infant Death Syndrome 


diagnosis? 
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Re Well, his bradycardia, his 
paroxysmal atrial tachycardia with conduction block. 
Akaby who has that kind of abnormality is at higher 
risk for a fatal dysrhythmia or fatal arrhythmia, 
if you will, and if that kind of baby dies suddenly 
Dttwamk Lt is diericulettewesovetnat: that isa SIDS 
death because you have other pathology to explain 
the death. 

QO. All right. Now, are you aware 
of the fact that with respect to infant Hines there 
was never an ovportunity to perform a conduction 
study #on tthe (heart? 

A. I wasn't aware that there 
was tno sopperntunrty ifokde that: 

Ox In the absence of such a 
study can we really draw any specific conclusions 
as to the role that conduction problems may have 
played in his death? 

A. Well ¢¢tetsea@htficuLtiecosdraw 
any definite conclusions. I think all you can say 
is that a baby who has a variable rhythm abnormality 
such as this baby had is at higher risk for sudden. 
death. 

OX All right. Now, we have 


seen evidence in this baby of both bradycardia and 
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tachycardia in association with and closely related 
to the apneic episodes. With respect to those 

two particular symtoms, bradycardia and tachycardia, 
do you find one any more or less inconsistent with 

a diagnosis of Sudden Infant Death Syndrome than the 
other? 

A. Not®particularly.* 5ISthink 
that they both reflected a baby with a basic under- 
lying rhythm and conduction abnormality. 

Of Well, let me assist you, 
Doctor. We have heard evidence from Dr. Becker 
before this Commission that bradycardia is something 
that can be seen with respect to a Sudden Infant 
Death Syndrome child but the tachycardia is less so, 
less commonly associated with that kind of syndrome, 
and that to a degree bothered Dr. Becker, and that 
was confirmed with Dr. Hastreiter's opinion. Do you 
agree with those observations? 

A. Yes, in general I would agree 
with that. I think bradycardia, episodes of 
unexplained bradycardia, if the baby happens to be 
monitored, or more commonly seen in a baby who may. 
be predisposed to apnea than the the paroxysmal 
atrial tachycardia that this baby had at some point 


in time. 
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Q.. ei Vighin. « Now,aspecitieal ly 
with respect to the four markers or pathological 
indicia which were found in the Hines baby, I would 
ask you to comment on extramedullary hematopoiesis. 
Is that something that you think 1s specific to the 
Sudden Infant Death Syndrome? 

Bs TeAdenw: chank Lt 1s ‘specific 
to it, it is associated with it. Extramedullary 
hematopoiesis is a normal phenomena in the fetus and 
may.carry~over into very early infant life. This 


baby was a counle of weeks of age I believe. 


Qc I believe 23 days of age. 
A. Almost a month of age. 

OF Bag iid. 

A. So, it is conceivable that 


he might have had some extramedullary hematopoiesis 
residual from fetal life at that period in his 

life and [idon'!tmathenk te tewspeci fig, for.any 
specific disease entity including Sudden Infant 
Death Syndrome. 

Q. All right. Now, the possi- 
bility of the child showing that as a residual 
symptom, I take it the younger the child the more 
likley that 2.¢? 


A. Yes. thet is correcc:. 
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TORONTO, ONTARIO (Tobias ) 


On NWiehwight. So. that in the 
case of Jordan Hines where we have a neonate that 
finding in and of itself is not a particularly 
Surprising finding? 

A. bf sl psaw it in.A.Six, month 
old it would be much more important to me than 
seeing it in a three week old. 

(3 Alas voohnt. wiDn. sHastreiter 
gave us evidence last week with respect to brain 
stem scarring, brain stem gliosis and he said that 
this is often seen in children who are hypoxemic 
and cyanotic. Do you agree with that observation? 

THE COMMISSLONER: iL don. t iknow 
whether you were here when I attacked poor Mr. Olah 
for that ikindiof.question. 

MR a -TOBLAS Yes, I was and I 
heard that, Mr. Commissioner. 

THE COMMISSIONER: Mesn ablleright. 

MR. TOBIAS: Notwithstanding the 
factethat Latotallyrdisregarded+it Lidids~heaniit 
and I must apologize, sir. 

THE COMMISSIONER: Well, at any 
rate, it has been put to you. 

THE WITNESS: To agree oOn-snotvto 


agree. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 


TORONTO, ONTARIO (Tobias) 8036 


THE COMMISSIONER: To agree or not 
to agree and I just hope that you will pay as 
litcie aetentiontas possiblerte 2t) <b knowl t is 
very difficult when someone puts another medical 
opinion to you. I would like your own view if I may. 

MR. TOBIAS: Tas lscakin; 

Mr. Commissioné€r,I suppose to closing the barn door 
after the horse has exited but I will try and 
rephrase that. 

OF In your experience can we 
see brain stem gliosis in children other than 
candidates for Sudden Infant Death Syndrome? 

De i reallvedent know in ail 
honestly all the causes for brain stem gliosis but 
it is not limited to babies with Sudden Infant Death 
Syndrome. There are many causes for recurrent or 
chronic hypoxia or intracranial bleeds in small 
infants: andthe glia’ cel lssare» theyceldl sisthateheal 
locations of Sanjurysamethesbrain.y Soy anyehing that 
causes an injury can be associated with glyosis and 
I don't think that gliosis is limited to one disease 
entity, it is a non-specific finding when injury 
occurs in the brawn. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8037 
TORONTO, ONTARIO (Tobias) 


that you would not necessarily equate apnea and 
Sudden Infant Death Syndrome. I wonder if you might 
expand on that, why do you make that statement that 
it is dangerous to equate the two? 

A. Well, we see a great number 
of apnea babies at our Hospital and obviously most 
of those babies do not fortunately succumb to 
sudden infant death. Apnea is a very poorly under- 
stood phenomenon in infants at this point in time 
and I think to some degree sudden infant death is 
too. Apnea occurs probably for more than one reason 
in small infants. It is not an uncommon phenomenon 
Since people have started recognizing it. It tends 
to resolve in most babies by the time they are a 
year of age if not before and most babies who have 
suffered apnea and are monitored go on to enjoy 
normal growth and development after their apneic 
episodes subside as they mature. A few babies 
succumb to sudden infant death and the highest 
instance .i thinks during the slirst six monthsrot 
life. The sudden infant death does occur in babies 
who have been documented to have apnea. It occurs. 


in babies who have not been documented to have apnea 


simply because they have not been monitored previously 


It occurs in babies of families who have had other 
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ANGUS, STONEHOUSE & CO. LTD. Kautiman, cr.ex. 
TORONTO, ONTARIO (Tobias) 


babies who have either died from SIDS or who may have 
had apnea and the relationship between apnea and 
SIDS is not well defined at all and I “think “rt “re 
dangerous conceptually at this point in time with 
the state of knowledge that we have to equate the 
two, they just are not equivalent. A lot of babies 
are seen and treated and evaluated for apnea who 
never have SIDS, fortunately. There are babies who 
die of apparent SIDS who have never been documented 
to have apnea prior to their death. 

O. PU EVOU tse NOW, DOCCOL, WLtll 
LeSpecte alo. == 

THE COMMISSIONER: I wonder, are you 
changing the subject? 

MR. TOBIAS: NOVe eo Or, 
Mr. Commissioner, I was about to say I might be able 
to finish within the three or four minutes the 
question of apnea and then I will be going on to 
another subject, I think that would be a more 


appropriate time to take a break. 


THE COMMISSIONER: Yes, alc reonc. 
MR. TOBIAS: Thank you. 
eis I understand apnea by defini- 


tion to be the absence of breathing? 


Ae That vs correct. 
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ANGUS, STONEHOUSE & CGO. LTO. Kauffman, Cr.ex. 8039 


TORONTO, ONTARIO (Tobia s) 
0. Is that a fair definition? 
AG Tia twiks 1coprect. 
OQ: There are obviously different 


degress of severity to an apneic spell. AmI 
correct in that observation? 

A. To the extent that the absence 
of breathing can persist for varying degrees and 
lengths of time. 

Os ee that is precisely what 
I meant, and those time intervals Say something to 
us about the severity of the episode, do they not? 

Ave Yes. 

O:. ALL. right). fi ness «Now,ewith 
respect to infants, particularly neonates , (tsis# 
uncommon at all to see brief periods of apnea? 

Dix Well, it depends on how you 
define apnea. It is normal for newborns to have what 
is called periodic breathing. They will breath 
rapidly for a short period of time, their breathing 
will slow, they may have periods in which they breathe 
very shallowly or do not breathe for a period of 
37 47 > Seconds, and then) they: start breathing again 
and then they will breath rapidly for a short time 
and then this sequence will cylce. That is called 


periodic breathing, that is normal. 
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ANGUS, STONEHOUSE & CO. LTD. Rautinali, CY ex. 8040 


TORONTO, ONTARIO ( Tobias) 


An apneic episode which lasts more 
than 10 seconds or so is usually considered abnormal 
apnea. 

OW Abt LCiqghtAtiare. NeNow sais 
there any magic to that 10 second mark, is that 
where you would set the borderline for your defini- 
ton. 

BS ‘Well, that is the magic 
number the majority of people have selected. I 
don't know that there is anything inherently magic 
about-ae. 

THE COMMISSIONER: You said abnormal 
apnea and that you would call that apnea, I take it 
ipo lasts morei*than0 sécorids. - Df rt tis less 


than 10 seconds you wouldn't call it apnea? 


THE WITNESS: I wouldn't define 
it as apnea. 

MRE TLOBTAS Ad raion, tine, 

Oy, Now, with respect to periods 


of apnea greater than 10 seconds which you have just 
indicated is less common, you would define that as 
apnea. 

THE COMMISSIONER: Yes, he indicates 
that if it is more than 10 seconds it becomes apnea. 


MR. TOBIAS: Right. 
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ANGUS, STONEHOUSE & CO. LTO Kauffman, cr.ex. 8041 
TORONTO, ONTARIO (TobLas ) 


THE COMMISSIONER: So, you can't have 
periods of apnea greater than 10 seconds because 
that's the only kind you can have? 

MR. SPOBLAS's I should have said and 
meant to say, Mr. Commissioner, greater than 10 
seconds not less. 

THE COMMISSIONER: Well, yes. I'm 
sorry, but» apnea by definition, at least by 
Dr. Kauffman's definition is greater than 10 seconds. 

MR. TOBIAS: Ps eight, 

MRE SCOTT: I think now is a 
convenient time to take a coffee break. 

MR. TOBIAS: Noy Tewould thinkin 
about three minutes, Mr. Scott. I hate to keep you 
from your coffee, I know that you take long break- 
fasts and dinners and short lunches. 

THE WITNESS: Don't hold your breath 
because that is apnea. 

MRO OS TOBIAS: Q. We must be careful 
about that, we want to take good care of you, 


Myre Score: 


A. I think we should define 
apnea for purposes of discussion as abnormal cessation 
of breathing for longer than 10 seconds and then 
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] ANGUS. STONEHOUSE & CO. LTD. Kauffman, cr.ex. R042 
TORONTO, ONTARIO ( TNobwas ) 


Q, All right. Where we see 
periods of apnea, particularly in a neonate, is that 
necessarily suggestive to you that that child will 
go on to either a near missed-Sudden Infant Death 
Syndrome or to Sudden Infant Death Syndrome? 

A. I think it increases our 
concern, it causes us concern that it increases the 
possibility of that occurring and that's why we 
frequently bring these babies in and monitor them 
and do pneumograms and work them out and evaluate 
them and sometimes if they have abnormal breathing 
patterns then we send them home on a monitor so 
that apneic episodes can be picked up and they can 
be taken care of in the home. It doesn't mean that 
most of those babies are going to have near missed-SID 
copay rew E boes 

Cy AVIS ELORC, cine.) Now, you 
have said something interesting. You have said that 
they are put on monitors in order to pick that up 
and deal with the situation. 

A. Some of them are. 

On ALieriont. 

A. Depending on their findings. 

OF I take it therefore, and 


please correct me if I'm wrong, that the monitoring 
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TORONTO, ONTARIO (Tobias ) 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8943 
in and of itselt is a way of dealing with this 
problem? 

A Tt as*one way that Ls currently 
used to deal with the problem of apnea in infants. 

Q. Aa Pereraitas «NOW, vcole 
particular child was in the Hosnital being monitored 
On an apnea monitor and a cardiac monitor. Is there 
anything in those facts which cause you concern 


with respect to the diagnosis of Sudden Infant 


Death Syndrome? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8044 
TORONTO. ONTARIO cr ex . (Tobias ) 
A You"mean the’ fact that the’ baby 


was on a monitor? 

Q. Being very closely monitored in 
a hospital setting? 

A. I think that would be a normal 
procedure with a baby who came in with this kind of 
Sboey« 

Q. All right. Do you have any 
views, or any information, as to whether or not it is 
common«or uncommon *forta*childrin that setting in 
fact to succumb to Sudden Infant Death Syndrome? 

A. It can occur, but our hope is 
that in that setting) son-a monitor, “that*pertrods of 
apnea will trigger the alarm and they will be 
identified quickly and the baby will be stimulated 
and the apnea will be reversed. So our intent is 
that any apneic episode does not progress to death. 

0} You Say 1t can occur, Dector, 
does it occur very often? | 

A. PENS iprerty rare. 

Q. AndVdo thelistatistics: not™in 
fact show that most, the great preponderance of 
Sudden Infant Death Syndrome babies die at home where 
they are not monitored? 


A. That. 21s! correct. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8045 
TORONTO. ONTARIO cr ex. (Tobias ) 


0. As well, this baby could not be 
resuscitated, does that cause you any concern? 

A. Yes, that is unusual in an apneic 
baby. 

0. Fane, ebnen vastly, , Doctor, 
understand from reading the chart that this baby had 
severe nasal congestion and in fact had to be 
suctioned on two occasions. Can nasal congestion of 
that type in a neonate, and I understand that neonates 
breathe through their nose, can that help explain the 
appearance of apneic periods in this child? 

A. Yes 7 wer can. 

MR. TOBIAS: Fine. Mr. Commissioner, 
can we perhaps take our break now? 

THE COMMISSIONER: Yes. We will take 
20 minutes and then we will take you for another 10. 
Yésis tall Seroht: 
===! SAOEE “recess 
--- Upon resuming: 

THE COMMISSIONER: Yes, Mr. Tobias. 

MR. TOBIAS: Thank you, Mr. Commissione 

0. Doctor, specifically with respect 
to the levels in infant Hines; what I would like to 
do is I would like to quote you from Mr. Cimbura's 


January IVEn, ) 2982 report; which was Exhibit 395A, 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8046 
TORONTO, ONTARIO . 
cr.ex. (Tobias) 


Mr. Commissioner, and the findings are reported as 
part of Exhibit 95Avatepacer 6; 

What Mr. Cimbura did, Doctor, was he 
had a sample of heart tissue which had been preserved 
for three months in Klotz solution. He subjected it 
to analysis using RIA, and then refining it with HPLC 
and then doing RIA again. The results were as follows: 

With respect to left ventricle there 
was 118 nanograms of digoxin and digoxinlike substance 
found, and then subsequently when that was refined 
he found a pure concentration of 52 nanograms per 
gram of digoxin. With respect to the right atrium 
he found 45 nanograms per gram of digoxin and digoxin- 
like substances, that particular sample was not 
refined. 

Then with respect to the septum his 
reading was 147 nanograms per gram of digoxin and 
digoxinlike substances, with a refined reading of 89 
nanograms per gram of digoxin. 

Mr. Cimbura has given evidence before 
this Commission that in his opinion those findings 
are consistent with not less than 252 nanograms per 
gram of digoxin before fixation. | 

Now you have said in your report, and 


I quote from page 10 of your original letter to 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8047 
TORONTO, ONTARIO cr.ex. (Tobia Ss ) 


Mn.giWiley @cthis DsevExhibit 266, Mr. Commissioner. 
"However, it is a highly significant 

finding that substantial quantities 
of digoxin were present in the tissues 
of an infant for whom digoxin was 
never prescribed. This can be 
interpreted no other way than that a 
substantial dose of digoxin was given 
to ‘the! infant’ prior to’ his ‘death. 
Now, taking into account, Doctor, the 

levels found and your own comments recarding the 


amounts of digoxin which are consistent with those 


levels, is it likely or unlikely that those levels 


would reflect one accidental dosage given of a 
therapeutic dosage during life? 

A. I think if a dosing error was 
maderin@ae@way that the therapeutic, a single thera- 
peutic dose intended for another infant approximately 
the size of this infant and was inadvertently given 
to this infant, I don't see any way really that that 
kind of dose alone could account for these kinds of 
concentrations. I think we have to accept that the 
concentrations of HPLC determined digoxin were at least 
that high when they were - before the tissue was 


fixed and was somewhat higher than that, how much 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8048 
TORONTO. ONTARIO ‘ 
cr.ex. (Tobias) 


higher I don't know. 

Q. Does it in any way affect your 
answer if we assume an accidental administration of 
a loading dose? 

A. Well, loading doses are usually 
given and the divided dose is over 24 hours and the 
first part of the loading dose would be approximately 
twice a maintenance dose. I still think it would 
be unlikely that a single one-half of a total loading 
dose would produce these kinds of concentrations 
assuming that that dose was intended for an infant 
approximately the size of Jordan Hines. 

0. is ite fare then to aa PLOU 
that, that if we are going to explain these levels 
by drug error, what we are into is a situation where 
there had to be multiple drug error, multiple meaning 
2 or more? 

A. Well, I am not sure I understand 
the Amplications tne vour question... | But correct me sf 
I answer - if my answer reflects a misunderstanding 
of your question. If you are saying medication 
errors would include not only the wrong patient but 
the wrong size of the dose, then my answer to She 
question is, yes. 
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ANGUS, STONEHOUSE & CO. LTD. KauffMan 8049 
TORONTO. ONTARIO te y 
cr.ex. (Tobias) 


and asking tha question 1s this: if you fing that 
One accidental administration of a therapeutic dose 
is inconsistent with those levels, I would assume 
we would have to have more than one accidental 
administration. 
THE COMMISSIONER: Not necessarily. 
MR. TOBIAS: Of a therapeutic dosage. 
THE COMMISSIONER: Yes, you would 
certainly have to do that. If there is an error in 
the dose it could be an error in the amount as well. 
THE WITNESS: Yes, that is what I was 


implying. Either an error in amount or you would 


have to give multiple doses intended for another 


patient. 

MR. TOBIAS: Precisely. 

0. Now, with respect to the drugs 
that were being administered to this child, I under- 
stand that one of the drugs that he was to receive 
was a a@rug called ampicillin, are you familiar with 
cCouace 

A. I am familiar with the drug, yes. 

Q. Evidence has been given before 
this Commission that in the Hospital for Sick Children 
that drug was available as a powder and had to be 


diluted. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8050 
TORONTO, ONTARIO cr f ex ; (Tobias ) 


A. That is the standard form in 
which it is supplied. 

0. What do you think the likelihood 
is of confusing digoxin for ampicillin? | 


A. Pothink, ati ssi chi snlikely . 


if you are talking about confusing the vials as they 
come. 

0. Pineda, NOW, -L.wOuld alsqulike 
to ask you this. I would like to ask you to assume 
for the moment that there was an accidental admini- 
stration of digoxin during resuscitation... Now, I 
have the chart of Jordan Hines, and Mr. Registrar, 
if you could give the witness Exhibit 103. 

THE COMMISSIONER: .<Ll.should.just say 
I understand there is a complaint about the heat, or 
the lack of heat here. We have taken issue with our 
Landlords ewithethesProvince of Ontario...,1;donit 
know whether you can put in a good word for us? 

USe aCECCHETTOes..They never pay any 
attention to us. 

THE COMMISSIONER:. Well, all right. 
Well, we are doing what we can, I like it because it 
certainly keeps me awake. | 

MR4) TOBLASs+.Y%ess;-t..was..going, to. say 


the cold does tend to keep all of us awake, Mr. 


Commissioner. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8051 
TORONTO, ONTARIO cr ex é (Tobia S ) 


1 

2 THE COMMISSIONER: Yes, all right. 

3 THE WITNESS: I have the exhibit. 

4 MR.&fOBLASzterGQea Doctorpiutheflarrest 

5 note with respect to Jordan Hines appears at page 69 

3 of that record, it is a very lengthy arrest note by 
| Dr. Costigan. We have heard evidence prior to today 

( that in fact the Hines arrest was about two and a 

8 half hours; or, I shouldn't say the arrest, the 

9 resuscitation efforts. There are numerous references 

10 in his notes to there being no output; variable blood 

11| presouresacanrietakevitcthatothosesneferences would 

12| indicate a markedly restricted circulatory system? 

13 A. I think they would reflect a 

markedly impaired circulation during that time. 

Ms 0. Now, given that scenario, do 

Wy you have any opinion as to the likelihood that we 

16 would see the levels that we do in this child if we 

17 hadwuan accidentalcadminie tration jof the adrug rmdigexdn 

18 during those resuscitation efforts? 

19 A. I think that makes it very 

20 difficult to explain the tissue concentrations that 

were observed. ‘One has to -- 

_ Q. Do I understand your answer to 

22 be that the markedly impaired circulatory system 

a makes it difficult to explain the levels? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8052 
TORONTO. ONTARIO cr . ex F (Tobia S ) 


A. Well, one has to allow fora 
Significant degree of distribution into the tissues 
after the dose is administered to account for the 


distribution in the tissue that is observed, not only 


the heart, but the other tissues in which it was 
measured. That means that there had to be reasonable 
profusion of those tissues for some time prior to 
actual death andi cessationmiotfitcirculation «a tSonit 
is difficult for me to accept a hypothesis of 
medication error during resuscitation and providing 
Chemvobuneys tor itherquantitytofedigexim, during “that 
time which could produce this amount of digoxin 
distributed widely throughout the tissues of the body. | 
Losyjuste isivdotfLiecwit iforcme.torscewiow that could 
everei uh ar 
0. The last thing I would like to 
ask you, Doctor, regarding levels is this: if we 
assume an accidental administration of a therapeutic 
dose: of miiigoxin orally, as opposed to by 1.V., does 
that tell us anything about whether or not we would 
expect to find the levels that we found in this child? 
A. Well, again, it would have to 
be a substantial dose; it could have been given a 
long time before death possibly, because of the time 


required for absorption. There was a high 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8053 
TORONTO. ONTARIO Cr 2 ex 2 (Tobias ) 


concentration of digoxin in the liver in this baby, 
I believe, in the exhumed liver, but that is 
difficult to quantitate because of the problems of 
measuring the concentrations in exhumed tissues. So 
it is difficult based on tissue data alone to 
speculate whether or not the dose may have been 
given orally or intravenously. 
0. ALILSYights that 2s°£a1r-enougi. 
Now, with respect to Exhibit’ 2/272 
am showing you in particular, and I am sorry, Mr. 
Commissioner, I can't assist you as to what page of 


Exhibit. 2/72 this: appears on, but~it™ is” che~asgoxin 


sample of Jordan Hines which is identified by 


Case No. 02057, and it would be towards the back of 
the exhibit. 

THE COMMISSIONER: IGars Tah SL. 

MR. TOBIAS: Yes. 

THE COMMISSIONER: And it is the last 
page, is it? 

MR. TOBIAS: I believe so. 

Q. With respect to page 2 in 
particular, Mr. Commissioner, where it says: 

"Did digoxin intoxication appear to 
he -“thevresult. OL. 26s: 14 


and you have circled "unable to determine", but I 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8054 
TORONTO. ONTARIO cr e ex d (Tobias ) 


am somewhat troubled with respect to the other options; 

"an acute event, multiple doses, pre-existing 

intoxication: due to prescribed dosages"; in each one 

of those you have put down a 1, which according to 
your form means "no". 

Did you mean to in effect, by putting 
down the "no", to rule out the possibility of an acute 
evente 

A. No. The intention of the coding 
was to indicate on the computer which of the items 
I was checking. It was just simply a digital 
indicator to indicate which item I was selecting. The 
fact that a 1 was in front of any of the options does 
not mean that it was a negative answer to that question 
it was simply that I could not respond to that 
question. 

0. Is it fair to say in summary that 
itis was -tne Jackwor data, Of .COxXicologica!l data in- the 
Hines case which leads you to the conclusion that you 
are unable to determine what the mode of administration 
was? 

A. Yes, 1 think that 16: theicase:, 

0. Now, Doctor, you have given 
evidence as to what you felt this child's condition 


was upon admission to the Hospital and during his 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8055 
TORONTO. ONTARIO cr 4 ex 7 (Tobias) 


Hospital course. You referred to the posibility of 
sepsis; you indicated that you were concerned with 
dysrhythmias exhibited by this child. On reviewing 
thys?chitd’s" chart, and tl am asking you now for your 
Opinion as a paediatrician, the symptoms that he 

was exhibiting and the condition that he was in 
during his Hospital course, is that a condition that 


you personally would have expected him to die from? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO (Tobias) 
A. I would not have definitely 


expected him to die, but I would have considered him 
at high risk for dying at the time he was admitted 
and ishontlyabhe reatter; 

0. Al LertohtspeNow » whtherespect 
to your ratings, Doctor, and I am talking now about 
theyvcriteria that youjaseddonsa.) to 5 scale, 
speci ficalblymeferring toOeBxhibit, tisalt 27.37 vthe 
Letter ttoaePracSmkthesg donane, sbeamasorny,cthat forns 
part of ExhibitA272, Mr enGoenmissiconer? and £ am 
referring now to the covering letter of December the 
bath), eh9s 2. 

On pagel3s ofethatealetter;, Doctor, 
you set out what your criteria were. Now, do you 
agree with me that be definition in the Hines case, 
because there were no ante mortem serum digoxin 
concentrations available and because there were no 
post mortem serum digoxin concentrations available, 
nor was there fresh autopsy tissue available, that 
by virtue of the very definition, Jordan Hines could 
not have been assigned a rating of 5? 

A. That eucorrect. 

QO. AlLéright»,fandseamninualso 
correct that by virtue of the very definition of 


what constitutessocfisratingeof=h4; andvuithateis; Iaam 
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ANGUS, STONEHOUSE & CO. LTD Kaufiman, cr.ex. 8057 


TORONTO, ONTARIO (Tobias ) 


referring now to 2 and 3, the ante mortem serum, 
post mortem serum and/or post mortem tissue digoxin 
concentrations, again hy definition, Jordan Hines 
could not have been assigned a rating of 4? 

A. Teacree ,Bthatlisocorrects 

OF Aidwraghtee Sosthatranteéiect, 
byeviriuelordyonratacki ofodatasonnthissechiil djiyour 
lack of information to work with, 3 was really the 
highest rating he could have been assigned? 

A. Thatsisacorrect; 

Or Do you find the concentrations 
of digoxin in the fixed tissue at the levels that 
yvouscdTdetande thems hightiyesuspicious andaichilday to 
whom no digoxin was supposed to have been given? 

y Yes, I did find them 
Suspicious. 

Q. Now, Doctor, having reviewed 
the chart and thought aboute this, case: as greatedeal, 

I am sure, in preparing to give your evidence and 
having been examined in chief about this child and 
cross-examined on this child, looking on the over- 
view of everything that you know, all of your experi- 
ence and your knowledge and all of the information 
that has been placed before you, do you today still 


find the SIDS diagnosis one that is difficult to 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. Gass 
TORONTO, ONTARIO (Tobias) 


contemplate? 

A. I do not think SIDS explains 
thisech ild*avdea thit 

O% AD yagi jotine., hAgai n} 
against the same background of all of your knowledge and 
information 

/and experience, your review of the chart and the 
toxicologic data and all of the information that 
has been placed before you, do you today still feel 
or are you of the opinion that this child's death 
was related in some wav to an administration of the 
drug: digoxin? 

A. ivythinerconsirde ring cal) urhe 
circumstances, that there is a high probability that 
digoxin was in some way related. It may not have 
been the primary cause, but I think there is a high 
probability it was in some way related to this 
child's death. 

O. All right. My last question 


isrthis: ogiven what you'saw about this child's 


inherent dysrhythmia, would that have made him more 
susceptible to the toxic effects of digoxin? 
A. Yeopsiethink sos 
MR. CTOB DAS : Thank cyouw, SDoc tar. 
Those arecall my questions. Thank you, Mr. Commissione 
THE COMMISSIONER: Thank you, 


Mr, Tobias. 
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ANGUS, STONEHOUSE & CO. LTD Kauffman 
TORONTO. ONTARIO 


Now, Ms. Jackman, I understand that 
ne Istnewtiahl baGivyotrse and tiat writs are being | 


issued all over the place because of what happened 


here this morning, but how long do you think you 
will be now? 

MS. JACKMAN: I think I may be able 
tosiingsn thy fonero' clock, Mr. Commissioner. 

THE COMMISSIONER: Well, you have 
to finish by one o'clock because we have got 
others standing in the tine toystartrat 32:15.. So 
WUSteheartinewmind that at onevo clock we are all 
getting up to leave and you can carry on to your 
hearts content pebuteat 2-15 we are going to#start 
with someone else. 

MS. JACKMAN: Okay. 
CROSS-EXAMINATION BY MS. JACKMAN: 

Or Doctor, [coulda notebe here 


this morning, so if I am covering something that 


someone covered this morning, please tell me. 

Téwanted ©to "go #£urst sto "Baby Belanger. 
He is a child who I believe you had exhumed tissue 
only in terms of your assessment of his case, and 
Baby Belanger was one of the chlildren who was not 
supposed to be on digoxin. 


It is my understanding that digoxin 


7 > 
4#ens binistaaabau I) naemsony ©) ee awk | ; wr 
| ndiadl xs a7 iow 4603" his ote OM tives ae ae 
Sdcsounh Sete te ABUBoed SDA] oft aaVo Lit beuee = 


wo: puY ide aay Os iof wont” tua (PaLeton a ivi3 aaa 


. Cwon Se | 


4 cls j 
"5 Sno Va’ mezy 
: Mors MN 
; ‘ , 
| r y ty ati) 
’ } : {i 4 yj LAs 
: iva. iii 
1 D! r tl pa 
; 5 dud) J Loo) 2 
sale snosnan 6 
, ' s2*J Az at Al nh 
pt 7 4 aa « Cal — = 
we 
Lev. Vil. VOTTAVIMAX A$] 
eth}. * ds dod Star Mn — 
f ( {) _ 
? ms i 
a a 
ywVOD my LE Oa asia ts 
bis gar! en bariom > aie boxeven snes 102 
: : _— : apt cae ° 
te sis Teri i 42urt op of beensbw Ft y =e : 
! ne 
- ie 
weet’ heourixe bad Goy syed fod- TT podw iano 
‘ 
DI, eho f. Jo jneneaag: ia TOY eas) PN 
i me! el lh > * a 
r jon easw ory, res5ltid=u. sid. 20 5c EEA ; 


1 EKOp th fig on ot 
nbsee ths anes sannbinete neti, Niel 27 
a7 yy 


_ 


8060 
ANGUS, STONEHOUSE & CO. LTD Kauffman, cr.ex. 
TORONTO, ONTARIO (Jackman ) 


was found in the tissues after exhumation. Doctor, 
am I right in saying that because digoxin was found 
in the tissues, it would be unlikely that the dose 
could have been given to thatchild within an hour of 
death because that would not have allowed for -- 

had it been given within an hour it would not have 
had time to distribute? 

A. Well, there probably is some 
distribution whenineaneneur, bucelt is: hard to 
predict in a given patient to what degree, and the 
concentrations, of course, achieved would depend on 
the dose. ~1e tsslascd sas > Said; ito quantitate? (the 
concentrations in the liver. I think we have to 
say that some distribution did take place in this 
child. To what degree, we do not know because we 
do not have enough information to speculate about 
tia a 

Bite Letbinkie thaiet tens unbrkedyvethat 
the dose was given much less than an hour because 
there is some digoxin in the skeletal muscle and 
in the liver. There are so many uncertainties in 
this patient because of lack of information that 
tei se dvelficulintoetbeivery specific about that. 

Os Now; Doctor, ‘the nextechiid 


that I just want to ask you a few questions about 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8061 
TORONTO, ONTARIO (Jackman) 


is the Hines child. I wanted to refer you to 
Exhibit 272, whieh is your: ratings. “Phe hnunbervis 
02057. 

On page 3 of that little three page 
brief of yours you stated that you were unable to 
speculate as to the route, dose and timing of 
administration, and tinder "Other Comments" you stated 
thet: 

"The sole basis for postulating digoxin 

as a cause of death is the presence 

of digoxin in post mortem tissues in 

an infant who was not receiving digoxin 
Doctor, had there not been digoxin in the tissues, 
you would not have had the same concerns about this 
child? 

A. L™doVnot* Chink =so% 

Oo So, TDOCtor, “2S Tt Zarvr-to. say 
that that statement accurately reflects your views 
on what could have happened to the Hines child, that 
if it were not for the digoxin tissues you would not 
be making any kind of statement_as> to cause of death? 

AX I. probably would have rated. 
him in the CDC rankings,I probably would have rated 
him, I suspect, >a"l-or"i-woultda™ nave had*to*nave 


ranked hima 1 had he not had digoxin in post mortem 
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ANGUS. STONEHOUSE & CO. LTD. Kauffman, cr.ex. BOG< 
TORONTO. ONTARIO (Jackman) 


exhumed tissues under my own criteria. 

Q. Now, Doctor, in reviewing 
those little reports of yours in Exhibit 272 there 
are six children where there have been times 
estimated as to when dose was given. 

A. Are you talking about the 
CDC reports now? 

ON Iam talking aboutsaxhtbit 2/72, 
which is the ratings that you did for the CDC reports. 

rite Thesracings,. okay. 

OF Now, in going through those, 
Diwilhl jas trilist quhempforeyou-rather than go through 
each one. 

There are six identified. One is 
Miller and the number is 02065, and they have noted 
on page 2 of your digoxin summary that the time of 
death or the time of dose given would have been 
2330. Now, thatsissrjKletieme just findipt: 

A. If you can give me the names 
I can pull my copiesto®ithenscoring ysheets. 

THE COMMISSIONER: Where are you 
getting this information from? 

MS. JACKMAN: Ehers inkhbshibite?2 t2< 

THE COMMISSTONER: Well pa272chs tn-- 


MS. JACKMAN: No, wait a minute. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8063 
TORONTO. ONTARIO (Jackman) 


Sorry, it is Exhibit --- 
THE COMMISSIONER: Is this the 
Atlanta Report we are referring to? 
MS. JACKMAN: Exhibits 2?2Z2n¢thaters 
what I have. 
THE COMMISSIONER: Well, Exhibit, 272, 


Dr. Kauffman's material, is that what you mean? 


MS. JACKMAN: Yespsthatreisizty 

THE COMMISSIONER: What are you 
saying? 

MS. JACKMAN: Nowjiei £* youn Look at 


02065, which is near the end --- 

THE -COMMESS IONER: Yes, which is 
Miller. 

MS. JACKMAN: Thea Millerschitd. 

THE COMMISSIONER: It is the last 
eneprcthbatfisrTabas&.. 

MS. JACKMAN: That is the Miller 
ehadde 

THE.COMMISSIONER: Yes. 

MS. JACKMAN: On page 2 at the 
bottom, the last question it says: 

"Question: Are there other medications 

which may have modified response to 


digoxin? 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, Cr.ex. 8064 
TORONTO, ONTARIO (Jackman) 


"Answer: No." 
Then below that --- 

THE COMMISSIONER: This ‘hast’ 
that youlvares goungiton supply us is a list of what? 

MS. JACKMAN: The times that have 
been written in the side margin. 

THE COMMISSIONER: i Seer 

MS. JACKMAN: ftihas goth 81/3/24, 
Solit gS Mareh 2ist ,-d9O8ivaand. thenf Nosn28iatehas 
as teme;, 22306 

THE COMMISSIONER: Well, that is the 
dates,cfadeaths asriatenot? 

MS. JACKMAN: OtonAnad Poctorm:, kktais 
my understanding that that 2:30 is the estimated 
time that the dose was given; is that correct? 

A. That was an estimate made by 
a CDC staffer based on my comments on the next page 
in which I said that high post mortem level, low 
tissue levels are consistent with a large IV dose 


shortly, 32 to 60 minutes prior to death. 


Q. Yes. 

Ag EE didsenoteput thatucodinanin. 

Q. Yes, I understood that, 
DOCTor. 

A. But that was a staffer's 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, cr.ex. 8065 
TORONTO, ONTARIO (Jackman) 


interpretation of my comments so that they could put 
| it on the computer. 
4| Oo, And Doctor, that has been 
5 done with six children? 
6 A. Okay. 
7 Te Miller is one of them. 
3) MS. CRONK: Excuse: me, ‘Sir, |i: doinot 
| like to interrupt my friend, but just perhaps hope- 
*| fully to be of some assistance, my friend is quite 
mf correct, indeed, the statement is made in the expur- 
1 gated version of the Atlanta Report that in six 
12 | cases a time estimate was made: by the Doctor. 
13 It was my intention to come to this 
al in re-examination because on the basis of what the 
a Doctor himself has said in his Comment section, it 
| is not fixed. On the basis of what the authors of 
_ the Atlanta Report appear to have done with this 
" im fernation,/.1t Bue rG:) land 02 Gist «draw tthat ito: my 
18 friend's attention because in fact if you take a 
19 look at each of the coding sheets completed by 
201 Dr. Kauffman, in two cases, Inwood and Hines, he 
91| was not able to make any of the time estimates and. 
a the number appears to be wrong in the Atlanta Report. 
ze THE COMMISSIONER: Yes, all right. 
Thank you. Anyway, we have got Miller at 0230 and 
24 | 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, Cr.ex. 8066 
TORONTO, ONTARIO (Jackman) 


what else have we got now? 

MS. JACKMAN: Yes, the next 
one is Cook, Justin Cook and the number is 02064; 
the estimated time of dose is 2:45, March 22nd, 1981. 

THE COMMISSIONER: Soxry, denust 
do not understand. You say 02064. Yes, just give 
us the names and the numbers and we will take your 
worde fOrcnites Cook is what? 

MS. JACKMAN: Cook is 02064 and 
the estimated time is 2:45. 

THE COMMISSIONER: 2*45,6 just give 
us the time; is that not all you want? 

MS. JACKMAN: Yes, the next one is 
Pacsai. The number is 02060. 

THE COMMISSIONER: Just give us the 
time. 

MS. JACKMAN: Q. The estimated 
time is 1557. Estrella, 02044,estimated time is 
0222; Belanger,’ 0243, estimated time is 1516; and 
Lombardo, 02040,estimated time 0250. 

Now, Doctor, the reason I raise this 
is I wanted to ask you if you would place any 
reliance on those times that had been picked as 
a result of your comments on those particular six 


children, and the reason I raise that is because with 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8067 
TORONTO. ONTARIO (Jackman) 


Justin Cook, Mr. Strathy I believe cross-examined 
you about the time that the dose tould Have been given 
and there was a fairly broad range. In reviewing 
the Miller child as well, it seems to me that you 
have estimated a range that could span -- well, 
actually, you have given several different times, 
but the outside range, putting it altogether, the 
Miller child went into arrest at 2:40 and died at 
3:27. Your time range, the outside range would be 
anywhere from 12:15 to 3:12, and the people at the 
Atlanta Renort, the staffer picked 2:30 as the 
estimated time of dose given. 

So, Doctor, based on the ranges that 
you have given already in testimony, is it fair to 
say that those times that have been picked are just 
guesses? 

A. Well, I think I would have to 
respond to each one individually, because my 
comments were different in each case and you have to 
remember they were informal comments that I hand- 
pencilled at the time. They really were not intended 
at the time for public consumption. 

But I would have to respond to each 
one of these, and in the case of Miller, what they 


apparently have done is take a time which is within 


@ 47 
ir Ls 
ye-s8080 Usei th) YAFSIIs eae yhOOD atseut ty : 


inte ste oit duods bog 


rey Lp (asa Svec Wut SOD 


4 


yor i ; , | corm ibe Pay «8. 2F.w rise0} bre 


~~ £*hei amizes aveniy 


ell 


py fg Ey 


i ae I ivy ri , Siw yas 


“j 1 OF] F o eee el i.) 
+n 


AT 
ean 
693 conte = he 


4 
7 
| ‘ i : (Li 
, . a od tt 
SoS ie BOGS Ip Got oF 


ea a , a 
4nonion Lsetitowy -iew 


: . hi < ' 
ay wii aa vert all 
AMS 


: iol qt ext oie latey| i 
a, 
es 


y » Od doen ot a ‘prinon : BS ue 
ord talwen Tell bae, pre | 
iti Bids et aid 4 


= 


a 


ANGUS, STONEHOUSE & CO. LTD. KauULiman, Cr.ex. 8068 
TORONTO, ONTARIO (Jackman) 


the range that I defined in my comments, and the 
only problem I had with that is that I do not think 
we can be that specific and that is why I give a 
range in that particular case. 

If we look at Cook, I have discussed 
in great detail in previous testimony the problems 
with defining the window for Cook, but I think that 
most of my testimony, if not all, has consistently 


placed it somewhere within a 1 to 3 hour window. 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, 8069 
TORONTO. ONTARIO Cr .ex. (Jac kman ) 
0. Yes, I believe that is correct. 
A. And I said in my comments here 


that digoxin was likely administered within one hour 
of the onset of terminal symptoms, which is consistent 
with my other comments, and I said although this is 
speculative. Now, the staffers used one hour it 
looks like for their purposes for coding. 

Q. Yes. 

A. SO, adatin, the only, problem I 
have withythat as that if you are going to put 
numbers in a computer you have to put a specific 


numbereout Medon"t think that I.:could be. that 


‘efimataves tonsayeathat Iithinkithat the: digoxingwas 


Given ate2e45-9 amedtito give vasrange)in)- which, I 
thought it was most probable. 

0. Doctor, ts) thatewhya you didn't 
fill“out those*%spacessonmpage! 29o0f youms report? 

A. Youu know, Tifrankly don't 
remember why I didn't fill them out. I don't remember 
seeing that question at the bottom of the report or 
responaing it sto ifiwhen! I filled ithemeout.. dpthink 
iosaid thatybefore.)' The: copies that I have do not 
have that question on them. I have the coded numbers 
but not the question. 
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ANGUS. STONEHOUSE & CO. LTD. Kauffman, 8070 
TORONTO, ONTARIO (Gb eo yieiee (Jackman) 


way, would you have preferred not to have limited it 
or focussed on a particular time? 

A. Well, I think in the majority 
of thesetcases At is ditfiveults chehadhtoseither 
say I couldn't give a window or I had to give a 
range or I had to give a very broad time possibility. 
fothinkorttisitdvlficulitaforgmecat \leastetoupimrit 
down to a specific time. 

0. So, presumably, Doctor, it would 
be difficult really for anyone else to do it too? 

A. Well, they will have to answer 
for themselves. I think they were trying to use my 
comments to provide a cutoff number, but even the 
range I give is somewhat speculative in a lot of 
these kids and when you pin it down to a specific 
time it is even more or even less certain. 

0. Boctor, (liwantedatoutryoand 
avoid sgoingtthrough iallVsixnchildren: 

A, Okay. 

0. Because of the time limitations. 
Is it fair to say that all of these comments apply 
to all of the six.children? 

A. I hate to generalize it. In 
some of my cases my comments really didn't give a 


finite time frame and I don't know how they arrived 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8071 
TORONTO. ONTARIO cr : ex - (Jackman ) 


at their particular coding number. 

} Yes, Doctor. That was true of 
Kevin Pacsai? 

A. In some oc the others I did 
give a finite time frame and they selected something 
within that time frame, which is the only way you 
could do it if yousarevooingetowpick roneinumber anAs 
I say, I don't have any problems with that except I 
don't think we ought to get hung up on a specific 
time being more probable than any other time within 


the time frame that I gave. 


0. Okay. Then, Doctor, I will move 


on to something else. 


Doctoraewith thesinwoed childcal 


believe it was, or maybe it was Pacsai. In any event, 


Mr. Scott was examining you on December lst, it is 
Volume 73 at page 6212, and this was about potassium 
levels. Actually, I have in my notes I think it was 
reference to the Inwood child but I think it is with 
reference to Pacsai. You can't tell from the trans- 
Chiat 

MR. LABOW: It is Pacsai. 

MS. CRONK: Which page number? 

MS. JACKMAN: It was page 6212 and it 


was with reference to the Pacsai child. 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman 8072 
TORONTO, ONTARIO f 
cr.ex. (Jackman) 


4 

1 

2 | Now, Doctor, part way down that page 

3 you gave an answer about a question Mr. Scott put to 

4 you about digoxin toxicity and it is your answer that 

5 I am interested in. You stated: 

di "My comment to that would be that it 
| is true that an abnormally low 

4 potassium level will predispose an 

2 individual to toxicity from a smaller 

x amount of digoxin. 

10, "I am not sure I would agree that 

11| reducing an abnormally elevated 

12 potassium concentration to a normal 

| concentration would increase toxicity." 
The reason J. “raise that, Doctor, I 

= wanted to draw your attention to Exhibit 17 which I 

i also raised with Dr. Hastreiter last week. It is 

16 an article by Dr. Doherty on how and when to use 

ju digitalis serum levels. Could someone give the 

18 doctor a copy. Could the doctor have a copy of that 

19 Sxiorer ee UraerEAnLOLe type mM SOLLy.s 

20 Now, Mr. Commissioner, we had this 
| problem last week, I believe it is your page 2 and I 

| am referring to my page 3. | 

se THE COMMISSIONER: Oh, yes, all right. 

a We may have fixed that up. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8073 
TORONTO, ONTARIO cr.ex. (Jackman) 


MS 4 JACKMAN: . 0 Doctor, on the last 
page of that article in the second column, it is 
the third last paragraph, Dr. Doherty I understand is 
a doctor that has had some experience with digoxin, 
that is what Dr. Hastreiter told us. But he states 
in the bottom part of that third last paragraph in 
the second column that, he states: 

“However, a high serum potassium 
level affords some protection against 
digitalis intoxication and may give 
rise to a high digoxin serum level 
without clinical evidence of 
digitalis intoxication. In patients 
who are dialyzed in this state a 
toxic reaction develops as the 
serum potassium value falls towards 
normal levels." 

So,, Doctor -=-— 

THE COMMISSIONER: Miss Jackman, we 
have had this before. You put the same question to 
him. My note is to the effect he found that 
proposition was not one that appealed to him. 

MS. JACKMAN: It didn't appeal to 
Dr. Hastreiter. 


THE COMMISSIONER: Was it Dr. Hastreite 
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ANGUS, STONEHOUSE & CO. LTD Kauffman 8074 
TORONTO. ONTARIO y 
cr.ex. (Jackman) 


that was asked that question? 

MS. JACKMAN: Yes. 

THE* COMMISSIONER: “Oh, 1 ‘see, aviv right 

MS. JACKMAN: 0. I was asking Dr. 
Hastreiter about the high digoxin, the digoxin levels 
increasing with respect to potassium and what I would 
like*to rerer Drv Kauffman to.is in light of the 
comments he made that Dr. Doherty states that a toxic 
reaction could develop - actually, he states it does 
develop as the serum potassium value falls towards 
normal levels. 

So, Doctor, do you believe that that 
could be possible? 

A. I'menot certains Theretis sa fair 
amount of controversy in the literature now as to 
how serum potassium concentrations interact with 
digoxin intoxication because this is very important 
as to how you treat digoxin intoxication with 
potassium, should you give potassium in the presence 
of digoxin intoxication even though the potassium 
concentration may be normal in serum or even a little 
high. Some authorities feel that you should not give 
additional potassium when the potassium is normal 
or high; some feel that even in the presence of an 


elevated potassium in the presence of digoxin 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8075 
TORONTO. ONTARIO cr P ex Z (Jackman) 


intoxication that you should give additional 
potassium because it may be protective against the 
effects of digoxin. So, there appears to be contro- 
Versy in that. 

My own opinion at this point in time, 
and it is subject to change with more definitive 
information, is that lowering an extracellular 
potassium concentration, which is the serum 
concentration, in the presence of digoxin intoxication 
from a markedly elevatec level to a normal level, is 
unlikely to exacerbate digoxin intoxication but it 
COUIG I suppose Ce, it ay 14 Ona think ots has been 
well documented yet. It is a possibility but I don't 
think it has been well documented. But there is no 
doubt in my mind that an abnormally low potassium 
extracellular .potassium contributes.or, increases 
digoxin ineoxicati on. 

Q. Now, Doctor, with Kevin Pacsai 
there was some evidence last week that he may have 
had what is called an atrial flutter and that could 
have an effect on digoxin levels as well. 

Dr. Hastreiter talked about that when I examined him 
Geet te. 
In Dr. Doherty's article he also 


mentions that atrial flutter could have an effect on 
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digoxin levels. What I am wondering is, is it 
possible that given that he may have had a tolerance 
to higher digoxin levels when the doctor, I believe 
it was Dr. Costigan, made efforts to reduce the 
potassium level, that, in conjunction with the atrial 
flutter, could have resulted in digoxin toxicity? 

A. Well, let me correct your 
comments about the atrial fibrillation or atrial 
flutter in relation to digoxin. 

0. Yes. 

A. What the paper here says and 
what my understanding is is that patients who have 
atrial fibrillation require higher concentrations of 
digoxin to reduce the tachycardia that is associated 
With atrial fibrillation or to convert. them to sinus 
rhythm. You don't always get them converted but at 
least you can slow the ventricular rate to where 
tie cardiac GQULDUL, 1s Maintained. 

0. So, they could tolerate a higher 
level? 

A. It takes a higher concentration 
to do the job in atrial fibrillation than it does 
treating another kind of heart disease where they 
are simply in failure with a normal rhythm. That is 


all this is saying here. 


Tebytc od Wtiw ceieeitaes ok i ea 
Sysiaines a baap lb. a bedtidet fey My 
. {wey Joextor om GSE: fie as 7 
| feiste FO dolted Btads? eed oa Spode | ‘e 
| tsa 2G of yotaaney mk xt 
| 2a¥.- 9 ; oy 
| bie evee over tadsq) ota fae Ai. 
even oflw esnatioa derld 21 Hk phifiissenstnd i eae 1a 
16 adoitsetinesdo>- joApiil soingt fAoksst Pradzz igivin | 
bag elooers ‘ tort pibreoviord Sng ‘snabor ow ar 


aAuhie of nog atevnes (08 6 vob Ll tet hy esis HEN 


. $s tnd BSoPoviiod mona “op avawie 2 tes Patsy ¢ sti ot 
. : . . : « A i } 
. sistw of Sint celdsarroasy sit wole fea Hoy corey - 
. ons . 
Aenisiarsem 6 tuqauo 4s6ibts5 eng We 
| _ nls 
1sdipldo.s SsJexelo7, DIGS Waits vos Af) nea 


| S¥swek 
natjeitnesdioo; wedpii Bs BsARd ta fi 
| esoh’ fi med? nous Ctaded- letsee, nr dep /ens Shae 


vent statw s2ssenb J269h If batts tartone pn thors 


al. tad? -.mlsyis< leoron..c Adiw(Gi1uTi St At viqnkie S¢8\ a 


814 price kt sei Dies 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, 8077 


TORONTO, ONTARIO cr.ex. (Jackman) 
Q. Yes. 
A. That doesn't say that atrial 


fibrillation causes a high digoxin concentration. 

0. No;.4. Understand that, bur it 
is my understanding that the child could tolerate a 
higher digoxin level without a toxic reaction if 
the child had an atrial flutter? 

A. Well; i con't think Chat’ chat 
is what is being said here and I don't think that 
tnat, wSetrue necessarily either. What I think 1s 
being said here, and it is my understanding, is that 
atrial fibrillation or flutter requires a higher 
concentration to digitalize a patient and produce the 
effect that you want. 

0. Right, without a toxic reaction? 

A. Well, it may or may not be 
WiItnout any Goxloity DULY Bt req res a Digner 
GONCENLYacuon cto dao the job. ~ You: usually try to 
maintain a higher concentration in the serum when 
you are treating a patient, all other things being 
equal, in a patient who you are treating for atrial 
fibrillation than you do in another patient who has 
congestive failure for another reason. 

0. All right. S6; My question, 


Doctor, iS, given that Kevin Pacsai may have had an 
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TORONTO. ONTARIO cr.ex. (Jackman) 
~LG 
| 
2 atrial arrhythmia, when Dr. Costigan made efforts to 
3 reduce his potassium levels, which he did, and that 
4| is referred to in the evidence that I just gave you 
5 previously, that that could have resulted in a 
| COXDCUEy Gg a. *COX1C reaction? 
’ A. aheat Sseavefticult. to say. He 
y had so many problems from his inherent arrhythmia 
8 (Nae ten iiticiwt sco. speculate on that. 
? 0. But as a hypothesis it is possible? 
10 A. That 1s a hypothesis, I don't 
11| KNOWMWha tO dOyWIER TEs Lodon't find it as appealing 
12/ as blaming 1t on his inherent heart disease and an 
i extra amount of digoxin. You are suggesting that a 
therapeutic amount of digoxin became toxic when his 
- potassium was reduced? 
fs 0. Yes. 
16 A. Do I understand you correctly? 
17 || 0. Yeo sled outtiiGathat as 24 
18 hypothesis, as something that could be possible. I 
19 | am not saying that it is right now. 
20 A. No, but I want to make sure that 
| I understand your hypothesis, that the hypothesis 
a includes that he had his inherent heart disease with 
a the paroxysmal atrial tachycardia. 
23 0. Right. 
24 
25 
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A. That he received a therapeutic 
amount of digoxin and that his potassium was lowered 
to a more normal, or attempts were made to lower it 
and that that made him digitalis toxic with a normal 
amount of digoxin being present. 

0. Than it could have, yes. 

A. Yes. In my opinion that is a 
very unlikely scenario. 

0. But it is one that is possible? 

A. Well, anything is possible in 
the universe but I think it is very unlikely. 

THE ‘COMMISSIONER: “'Dr .” Costigan: will 
be glad to hear’ that. 

LEE WEENES S18 Pardon? 

THE "COMMISSIONER: (Drs Costigan will 
be glad to hear that because he was very concerned 
when the child died that he might have done just 
that and that is what started the investigation. 

THE WITIJESS: Yes. Any time you have 
a child with that kind of an arrhythmia and digitalis 
on board, you know, a number of things can trigger 
a fatal arrhythmia. 

MS:. ALACKMANe 3 0506 Yess. AiDocbor wb 
actually just have one more thing to cover. 


Exhibit 266 is your report to the 
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Crown Attorney. Now; yon jpage (2.of pthatereport --- 
A. ts thieathe: first <--- 
0. Thistiisethe ‘Letter tor I) guess 


the opening statement to the report. 


A. Dated 16th of December, 1982? 

Q. Yes. 

A. Okay. 

Q. Well. no; actually it is not 
dated. 

A. Lt) iss ons the: finals page,! I. 'sagned 


and. dated t.atAte therboctom, ofr page:ib vor thatt report 
there, should. be. ar date,» 16/12/82 and my signature. 

Q. Yess, ) Okay,<on) page 82) oft that 
first report, inethesvery | last: paragraph you stated 
with respect to preserved autopsy tissue that: 

"Such assays may be helpful as 
supporting evidence if they are so 
high or so low as to be inconsistent 
with the rest of the available 
information." 

Now, Doctor, the reason I am raising 
that is because in looking at the letter that you have 
Written, Or, sorry, Appendix 3 to the Atlanta Renae - 


Appendix 1, excuse me, to the Atlanta Report which 


states that: 
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bia PS 

1 | 

2) "It is criteria used by 

3 consultant pharmacologists to assess 
4| digoxin findings taken verbatim from 
s| Nis report...” 

«| THE COMMISSIONER: I am sorry, I am 

| going to have to find that. Your Atlanta Report is 

"| not numbered, I take it? 

| MS. JACKMAN: No. 

9 | MS. -CRONKs) To assist you, sir, the 
10/ Appendix 1 that my friend is referring to is in its 
11] entirety the letter written by Dr. Kauffman to Dr. 
‘ot Smith whvch. forms, Tab. lof the CDC materials. Except 
eo for the salutation paragraph it is the same letter. 

THE COMMISSIONER: All right, thank you. 

i What page then? 
15 
16 

17 

18) 
19 r 
20 | 
21 | 
22) 
yee. 
24 
25 
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) ANGUS. STONEHOUSE & CO. LTD. Kauffman, cr.ex. 8082 
TORONTO. ONTARIO (Jackman) 
MS. CRONK: Lites under Tabi 1) of: the 


bound Atlanta Report. 

THE COMMISSIONER: Yes. What page 
were you at of that letter? 

MS. JACKMAN: The Appendix 1, or 
the letter? | 

THE COMMISSIONER: Well it is the 


same thing apparently, so which page? 


MS. JACKMAN: Ohe Gm sorry apage 2. 
THE COMMISSIONER: Thank you. 
MS. JACKMAN: Ofna ne tuaLly Doctor, 


that was my next point, was to point to that letter 
of December 14thoe L9S2to Mr. Smith. 

Doctor, the reason I drew your 
attention to Exhibit 266 and that statement, is 
because it appears to me that the wording in Exhibit 
266 1s pretty well the same as what appears in the 
letter to Smith and in the Appendix 1 of the Atlanta 
Report, except for that sentence. In both of those 
reports you have left-out that,one sentences 

"That such assays might be helpful as 

supporting evidence if they are so 

high or so low as to be inconsistent 
with the rest of the available 


informations.! 
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Doctor, I wondered why you left that 
sentence out of the other two reports when basically 
the wording is --- 

A. Which other two reports? 

Or The other two letters, 
Appendix 1 to the Atlanta Report. 

As Yes. 

THE COMMISSIONER: Which one, it is 
Lipa Att tees Sine Exit D1 eee oor ane tas not 
in tne Atlanta Report or in the letter to Dr. Smith, 
is-thae sont? 

MS. JACKMAN: Ves, tiiat 1s correct. 

THE WITNESS: The Atlanta Report is 
the same as the letter to Smith, there are only two 
documents that we are talking about I think. 

MS. JACKMAN: OF Yess ang. natnes 
letter that I have referred you to, this report in 
Exhibit 266 to Jerome Wiley is pretty well the 
same as well. The wording, all the naragraphs are 
the same except that one sentence is left out of 
the other two and it is included in this, and I 
was just wondering if that was done deliberately or 
why that sentence was left out of the other two 
letters? 
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SPoOniticances to omitting 1t, frankly, I don’t. know 
why it was left out. 

Os Your-don t recall? 

ite I essentially used the same 
notes to dictate both letters and I don't know that 
there is any significance to me having left it out 
Ghee tuer to. Dry Smkenw sy) con t recall that 
there was any Significant reason to do it and I 
don't attach any significance to it now. 

MS. JACKMAN: Riad te. 

THE COMMISSIONER: Fine, we will 
have our full hour and a half because I think - oh, 
do you have something you wanted to say? 

MR. BROWN: You might well chastise 
me. In reading Dr. Kauffman's evidence I notice 
Miss Cronk dealt with & couple of the babies, and 
one of them was Velasquez, and I think she asked 
Dr. Kauffman why he placed Velasquez in that category. 

In reviewing the Atlanta Renort 
subsequently I noticed that there was a comment 
attributed to Dr. Kauffman that stated that he doubted 
whether there was a causal relationship between 
Naloxone and the death of that infant, and I don't 
think that had been raised previously. 


THE COMMISSIONER: All right, do you 
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TORONTO. ONTARIO 


want to just ask that question now? Where is it, 
what page in the Atlanta Report? 

MR. BROWN: It is in the summaries 
of the children;adan-sAppendiswe,.it 1s the 61st. page 
the way I bound it, but there is no guarantee that 
us yohe number in your report, sir. 

THE COMMISSIONER: What is the 
number for Velasquez? 

MR. BROWN: The child's number is 
0.2011). 

MS. CRONK: ab, 13 asa r. 

THE COMMISSIONER: Rai dat votes 
is, in the Atlanta Report, my copy at page 54, yes, 


it is the West Indies boy, Tab what did you say? 


MS. CRONK: BOS Gaede th aoe 

THE COMMISSIONER: And what is your 
problem? 

MR. BROWN: iti. Ss ampiwithat at 


the bottom of the case history there was a sentence 
which reads: 

"The impression of the consultant 
pharmacologist was that a causal 
relationship between Naloxone and 
death was unlikely." 


And the role that that drug has. 
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THE COMMISSIONER: That is exactly 
what he said, isn't that exactly what he said? 

MR. BROWN: In the scoring sheets. 

THE COMMISSIONER: No, no, he says 
causal relationship with Naloxone appears questionable 
to “me. 

MR. BROWN: wes “Ald l’m-saying 
is I don't think that point has been put to him 


before and I was wondering whether he could simply 


explain why. 


THE COMMISSIONER: Yes, ald Yidit. 
I don't know whether it has or not, but would you 
Like to’=-= 

THE WITNESS: I don‘t recall discuss- 
ing-iG GCarirer. 

THE COMMISSIONER: NO Oat erogne. 

THE WITNESS: Well, Naloxone is a 
drug which is called a pure opiate antagonist. What 
that means is it binds to the opiate receptor but 
it doesn't produce any effect and it inhibits the 
binding of other drugs or substances in the body 
that might otherwise bind to that recentor. 

Naloxone because of that produces 
very little, if any, detectable acute effect when 


people receive it. In fact there have been case 
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reports of Naloxone being administered in doses at 
tenfold apporoximately of the recommended dose and 
no effects either ill or otherwise being documented 
in the patients. So it is highly unlikely in my 
estimation that Naloxone would produce a sudden 
catastrophic event which would be associated with 
death. 

There is some recent information that 
suggests that Naloxone may in some way, may modify 
in some way the effects of endogenous substances 
called endorphins or enkephalin, and theoretically 
it 1s conceivable that its interference with the 
functioning of these compounds in the body could. 
produce an effect, although this has not been 
readily measured, has not been measured. So taking - 
the other piece of information is that I am not 
aware of any reports of idiosyncratic reactions 
to Naloxone causing sudden death. So taking all 
that into consideration I thought that it was highly 
unlikely that Naloxone was related to this infant's 
problem, or tofveniseomifantis deathe 

THE COMMISSIONER: Veo Patter ion. 
Thankevyour raoceethat 1t, Mr. Brown? 

MR. BROWN: There was one question 


that Mr. Strathy I think put to Dr. Bain when he 
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1 || 
| 
2 | 
testified, and he asked Dr. Bain to assume that there 
| was the presence of digoxin, and was Dr. Bain aware 
1 of any reports in the literature and whether Naloxone 
S| would play a role in thatscircumstance.,. I was 
6| wondering whether the Doctor could address the same 
7 question, that is assuming digoxin was present in 
al the child, are you aware of any reports in the 
| literature which suggests that Naloxone might have 
"| a unique or adverse reaction? 
" THE WITNESS: In the presence of 
11 digoxin? 
12, MR. BROWN: That. Us correct. 
13! THE WITNESS: No, I am not aware of 
a any reports of drug interactions between those two 
"e drugs. 
| | THE COMMISSIONER: Yes, all right. 
aS Wewwi) Leuceecssunti | 62:15, andsMiss Cecchetto, in 
iy case Mr. Shanahan does not appear will you be prepared 
18 to be here so we can start at that time? 
| MS. CECCHETTO: yes. 
20 | THE COMMISSIONER: All right, until 
91 || Ts oe 
i -e=—(uncheon recess, 
23 | 
24 
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---Upon resuming at 2:15 p.m. 
THE COMMISSIONER: JI don't see any sign 
of Mr. Shanahan so, Miss Cecchetto, would you proceed. 


MS5 CECCHEDTOs Yes, Mr. Commissioner, 


RE-EXAMINATION BY MS... CECCHETTO: 

Q. | Dr. Kauffman, I would like to 
clear up an area that is somewhat confusing for me. 

THE COMMISSIONER; BGLOves Ls torget, 
Uetakenit = what about Me Young: | 1 had not: thought 
of that, but he is not here either. Well, he may 
consider he is entitled, however, if he is he can 
come in after you. Yes. 

MS. CCECCHEDTO = Q. Well, the area 
Of Contustonsthat .lahad was brought Lup by Mr. Strathyv 
in his cross-examination and it dealt with the timing 
of administration in resnect of Justin .Cook. I 
WOULGw a Set NEO eIOetO .VOLUMNG ./ 3,0 DOCtOr, At page 
6045, approximately line 15. Mr. Strathy has asked 
you to assume the administration of one adult ampule 
of digoxin intravenously; and at approximately line 
14 he asked this question: 

al Gh So you say that your one adult 

ampule theory -- 

A. At 3:30 it became even less 


likely with the times that we were 
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8090 
(Cecchetto) 
"corrected about. 
OF But it becomes more likely 


if it is administered closer to death? 
A. If it was given just before 
circulation stopped, moments before 
circulation stopped, then I would 
accene Lt, ves. 

og Let me put to you this. Would 
you be prepared to accept one adult 
ampule, I gather you would, iat or 

very near the time the circulation 
stopped? 

A. Mernink so) yes." 


Now, Doctor, I had asked you whether 


or not you could accept one adult ampule at or near 


tie’ temevcarculation Stopped, or in Mr. Strathy"s 


words, moments before circulation stopped, whether 


you could accept that that would account for both 


the’ serum and the tissue levels in Justin Cook? 


A iGuink « was thinking ac 


the time I gave these answers, I was thinking in 


terms of the serum concentration’ and d- think “thar 


my answers were predicated on that alone. I 


indicated other times and I do so now, that I cannot 


reconcile 


the serum and tissue concentrations with 
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TORONTO, ONTARIO (Cecchetto) 
administration of a dose of that - just before 
Circulation stopped. I can't accept that that dose 


would produce both the serum concentration and the 
fresh tissue concentrations that were observed in 
this patient if administered in that time frame. 

ON Could any amount of an IV 
bolus at or about the time circulation stopped 
account for both the serum and tissue levels in 
Cook? 

A. Pcninke ut 1s*very dericurt 
to account for it that way because an IV bolus of 
the size to produce that degree of tissue concentra- 
tion would have to produce a much, much larger serum 
concentration than what was observed. So if you 
postulate a dose just before circulation stopped of 
the magnitude to produce that tissue concentration, 
I don't think then you can reconcile the serum 
econcentratten- of only 70, because we ‘are really 
dealing for all intents and purposes of putting the 
dose into the central compartment with very, very 
Little: distribution, 

0. Now, Doctor, juste to (be clear, 
because there was some confusion; keeping in mind 
these times that Justin Cook appeared to experience 


qitficulties at 3:45 and 7 am sererring to his 


7 7 - 7 
; ay oe 
erated fef = ‘gate 26 @atole & %o noltdcitoialebe 


onal) anda..snt 2Qeoon v Abo shbeqaase doltalvotls 


a4) bie molye Rene myptes¢ (orks ibs ont apubcwa Silitaw 


nt bevigeda evow J6da enékjagsesesnco ovasis seen 


| ontn2. mat Jad al boxes whet ini St onpitaqg ain 
u | Vi ob Yo davon you bloods | re 
: . DSQqoss els rleosia @aka wild Suede 16 Jn ei 
ia Rind aats bao mite? and Teoe *0o)] JAhoooe 
» 2005 
| iit Tt.2b rev t a4 Any «fh . - a 
. 1] VT. hia bi od Vinee 208% BE TOI Yatiooys oO i 
|. mighty | waist 26 ~ooly SaAY ooheiy OF osie ons . 
Pies 3 iepie. sO GDL) & ensborq go? avant blrow sors ‘RY 
| of ,Sevvende asw Jane matt eOLIeTINIINAD MM 
| ‘@ OQ noijgtiyovhoe omoted ae, Smo nm eieluseog La 
feligaingeces cvapis: pade goubest od Shediapen on r 
a 
ruapa od? ol Pees ae wey mens aaids 2‘ nob 
Vile 34 cy eavaged OT ine. Ie medsgetsnsonoo " 
Wd poattigue do. eo8eqiee@ bos Aanegal fis. de? prilacsb Pat 
. 
. yiov , rev giw taomigegmeo Lexdnsa edgy osn! o2zoh ,i 
: ih 7 I 
snoigndizseth eiss tl ot 


wie of of gent .fedoed. wor 

bate at preiqend and awe } Seared 

eoreiregxs of hersegys dood au mia Georls 

= GEnap: Beier me: bina tnt 
7 7 — 


x 9 
c. 
7? oF 


7 


_ 


AAA 


ANGUS. STONEHOUSE & CO. LTD. Kautinan,* re-ex, 8092 
TORONTO. ONTARIO (Cecchetto) 


medical chart now which is Exhibit 116, pages 29 and 
30F 
Ata lL.OStLt Know 2f J have that, 


no, 1. dent. ‘which page? 


Or Page 29 and 30. 
As. Okay. 
D', Theres . an indication in 


Nurse Nelles' note at page 25 that he began to 
experience difficulties at 3:45. Then we have an 
indroatwon ithatathe cardiac arrest was called, or 
the Code 25 was called at 4:20. At page 30 there is 


an indication that the sample was drawn at 4:30, 


the serum sample, and resuscitation continued and 
the child was pronounced dead at 4:56. 

Now, keeping in mind those times, 
Doctor, can Iask wouktor your best conclusion with 
respect to the timing of death if your hypothesis 


is the administration of one adult ampule of digoxin? 
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A, I am not sure I follow your 


question. You are asking me when would I postulate 


the timing of death? 


Q. He Peamind sot administration? 
A. Of administration. 
0. If you're positing one adult 


ampule of digoxin, what would you conclude would be 
the best timing to account for both the serum and 
the tissue levels in Cook, or --- 

A. Well, again, I have a difficult 
time postulating one adult ampule, which would be .5 
Milligrams of digoxin, to explain both of these. The 
reason is if you give it just before death, however 
we want to define that, so that there is limited or 
no distribution, then I Cannot explain the tissue 
concentrations. 

If we move it away from death far 
enough that I might be able to accept the tissue 
concentrations, then that size dose could not eden 
the serum and the tissue concentrations because it 
takes a larger dose to produce a concentration 
because some distribution has taken place. So the 
one ampule hypothesis that has been put to me 
previously is difficult for me to accept no matter 


which scenario you build it into. I do not know if 
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I have answered your question or not. 

Q. Well, what would you postulate, 
what type of dosage would you postulate, Doctor, on 
those facts? 


A. Well, at “41s difficult for me and 


that is why I never did it earlier. What I did do 
was I estimated a minimum dose, assuming no distributian 
because I have some data in the literature to tell me 
what the central compartment is ina baby this age. 
That assumes no distribution, and I postulate a 
minimum dose based on that assumption. Then I said 
I do’ not think this is likely because I cannot use 
that to explain the tissue concentration. Then I 
estimated a maximum dose based on full distribution, 
and a volume of distribution of 10 litres per kilogram, 
which I do not think either represents the actual 
event. Then I said it had to occur some time beyond 
the time for no distribution and some time before 
total-aistripbution would” "have occurred. 

Now, my problem with trying to estimate 
a dose which could have been given somewhere between 
those two extremes is that I do not know in this baby 
how rapidly distribution occurred, and without aiteensee 
Enae,"way, treaty “cannot Come up with’ a dose other 


than to say it was something larger than the minimum 
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dose I calculated and something smaller than the 
maximum dose I calculated. 

0. And your minimum dose, I under- 
stood, was one ampule with no disribution? 

A. Yes, well, it was somewhere in 
that neighbourhood, you know, about .5 milligrams, it 
wasSiroughdyies midbigrams:ngButelddidenotrandyIastill 
do not think that that can explain the tissue 
concentrations. 

0. Now, staying with Baby Cook for 
the moment and turning to the cross-examination of 
Se Symes, and this is at Volume 74, Doctor, page 6363 
and? thas? continuestonsitovaboutt pages 6375,el- am not 
going tosreadvat' to yous butemy friends can) correct 
me if I am wrong on this, but Ms. Symes, in those 
pages, put to you a scenario about the possibility 
of medication error and the scenario that she put to 
you was she asked you to assume a medication error 
whereby digoxin was substituted for propranolol or 
Inderal. She asked you to assume in those pages the 
scenario whereby a person who was intending to draw 
up .5 millilitres of propranolol or Inderal would 
normally draw up a whole vial, but instead of ee 
up the Inderal, mistakenly drew up a vial of digoxin. 


She asked you to assume that the person would draw 
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up the whole vial of digoxin, which I understood to 
bes2acemnl lilitres .or.double.the volume? 
A. NO Agel Lal ieees.; 


Q. 2 MitlLilitres.)She then.asked 


you to assume that that would be taped to the bed, 
as I understand it, and she asked you to assume 


administration from a syringe, and she further asked 


you to assume that the person who was administering 
from the syringe would simply give half of what was 
in the syringe without checking the amount that was 
in the syringe. 

In effect, Doctor, because there was 
some confusion, she asked you to postulate two errors, 
as I understand it. She asked you to postulate in 
her scenario the drawing up first of the wrong 


medication, and secondly, the subsequent administration 


of the wrong amount. 

Now, Isaskeyou, Doctor, iwhaksdo;you 
consider sttos.be.the probability..of,this,dual type 
error occurring in.a hospital situation? 

A. Wel Lb aCan n.accepthinageneral, 
noGuthesestwo medications ,...but.l .cansaccept in 
general the possibility of one medication being 
Substituted forathe obher one, pantiogulazlysi&£ the 


Vials,.and .t:he»labelling.on,the. vials are-very similar. 


Bald 09 Bie Rowe 
Sides wd. ag bauee ite 
Saves segdaut nds ‘ban dade 
VAL Iod TRASUDS abv, GuWw fhoaneg ’ mee eciae 
waw 2hiweGo, Flat-svre \isaate biuow agit. pita, Pa: | 
any Las Pave aris bits Aoens rend aprérye ae or Te 
i . he eee Apres witty nky 
daw Btois oaphool oy ae0, qaag2e a a 
) Saori! ows Dae indie) oloudy belay: oft ABO eae anda) 
a: Sieloisod BI: voy boas eit 2 hosd ayebau i aE 74 
peomw at? Te Jet Wu piLiweth ots oreaad eal 4 
pond Dienst b ota fieopuedse: orc . ~LbnNO9S8 /bi7e ear 


| ~ouens paoww atl a9 
Joy Gb gédw apse ,Vey, 426,,T..Wwon 

Si fievh ard 2e' yud Ltdedeag add: Sef — he 

| Gaol teusdia Ietiqeuti-s wre acai aoe 
fotagey-at sueaoe uno tT Dion dA ” 
nb Jqso=’ mao Todd. enidlotiom ows s Tan 
ortied noltepibam aio Jo tif telieaog oils 1SSNOR 
ots 34 Ylréelueaifong .om0 tarde. aie 103 hoduds sacle 


/ asfunie quev eam ately ofa de Qaelinde) ad2 bas phety 


ANGUS. STONEHOUSE & CO. LTD. Kauffman, 


a a aad re.ex. (Cecchetto) 8097 
1 
2 In this particular case, when I was 
3 presented the vials, as I recall, they were quite 
4| different in appearance and size and colour and 
5| labeling andso forth. «So if ithought that thatewas 
| an unlikely mistake to be made. I think it is even 
more unlikely that twice as much material would be 
" drawn up without it being detected by at least the 
| two people that Wwe arepostulating would have had to 
9) handle this, one who drew it up and one who 
10/ administered it. I think it is unlikely that one 
| or the other would not have detected the fact that 
14) twice the volume existed or that they would not 
ai have noticed the graduations on the syringe and 
| realized the volume that they were injecting. 
3 In. fact pa vtuecOuldebe possible ithatwit 
” would even require a different sized syringe than 
16 one would ordinarily use to draw up the propranolol. 
17 0. All right. Now, Doctor, keeping 
18 | with that scenario and assuming for the moment that 
| that is exactly what happened, can I ask you to 
20 comment on the level of competence of those two 
| individuals af such’ an’ error! existed? 
A. Well, I --- 
221 ’ 
| 0. Perhaps I can put it this way: 
= if you were the administrator of a hospital, how 
24 | 
25 | 
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would you feel about keeping those people on in your 
employ? 

A. Well, I think I would be very 
unhappy if I was a physician to whose patient that 


occurred, Ws think’ it “is very incompetent... I think 


that a combination of not looking at the graduations 
on the syringe and not knowing how much you injected 
is somewhat negligent, but it may occur sometimes. 

Q. Now, Doctor, moving from this 
scenario to the case of Justin Cook, doesn't this 
error scenario become even more unlikely when one 
considers that there were two separate administrations 
of propranolol to Justin Cook in the amounts of .2 
and .4, so would you not need an additional error? 

A. I think in Cook the propranolol 
was administered on two separate times, as I understand, 
was drawn up in two separate syringes and was given 
a few minutes apart during that time. So if we are 
postulatangrthisstypenoflierrgor, that typenof error, 
compound error, would have had to occur with two 
separate syringes, I suspect, and to me that seems 
highly unlikely that it could occur without being 
detected by one of the individuals involved, hea 
they were totally not paying attention to what they 


were doing. 
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BB id 
1 
2 Q. And to just wrap up this 
3 scenario --- 
4 THE COMMISSIONER: The propranolol, this 
s| was! not left by, the -- was thiis,the, one, deft» ry the 
| bed in the syringe? 
°| MSPACECCHETTO® WYEs) Dtlwast 
‘| THESCOMMISSIONER: Mf Leetwas* Left in 
8) the syringe, was it the total amount for the two 
>| applications or just the total amount for the one? I 
10/ have forgotten how much was left. 
i1| MS. CECCHETTO: I think there is some 
12! question as to whether it was administered from one 
3] syringe or two syringes. Ms. Cronk perhaps can --- 
| MS*@CRONK: CP Cwas “starting -to°rise’ion 
ae exactlypthateepointpnisir’ cTRatchas not yet°been 
ls clarified before you. 
16 The evidence certainly is to date that 
17| at least there was one syringe taped to the bed. The 
18 amount of the drug contained in that syringe has not 
19 been established. 
20 THE COMMISSIONER: But if half of the 
amount were given at one time and half of it were 
| given at another time, that does not take two errors; 
af that “just @ecakes: One "error: 
23) THESVPINESS 5° Thats “cdrrect -urt 
24 
25 
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both of those two doses that were given within 10 


minutes of each other were given from the same syringe, 
then it would be a dual error in @Grawing up the 
medication, the wrong medication and the wrong amount, 
and an error in the amount that was actually 

delivered to the patient. It would not involve a 

dual error in the sense that it had been drawn up 
inaccurately in two separate syringes. I do not 

know which situation applies. 

It seems unlikely to me that this 
kindsotephingsGould-.o¢cunseana that «i.thcouldvexplain 
the events which ensued. 

MS. ,eCECCHETTO? «-0-« Well, sboctor, «just 
to wrap up that scenario, doesn't this become even 
more improbable when one considers the evidence of 
Dr. Kantak that the vial of Inderal was taped beside 
the syringe? Doesn't that really throw out this 
whole scenario if that is the case, and I know Ms. 
Symes indicatee@ the other day there may be further 
evidence, but if the vial of Inderal was taped beside 
the syringe, doesn't that throw out the scenario 
completely? 

A. Well, if indeed a vial with 
Inderal labelling was taped to that syringe, then I 


think it is extremely unlikely that that syringe 
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contained digoxin unless somebody deliberately mis- 
labelled it. 


0. Now, Doctor, we have heard a 


lot about medication error and the frequency of 
medication errors in hospitals, and you were examined 
this morning by Ms. Symes on medication errors. Can 
I ask you to comment how often medication errors in 
hospitals result in death; is that as common as 
medication error? 

A. No, it is not aS common as 
medication error, fortunately. I cannot give you 
Specs lesmumberss OG percentages? but. bycan::teldn you 


that the great majority of errors that are detected 


are of little ommmoxsioniticance to)»the;patient in 


terms of causing ill effects to the patient, certainly 


not death. Death must occur with very, very small 
percentage of the medication errors that are made, 
I would guess under 1 per cent. But I do not know 
the exact numbers. 

Q. We have heard a lot about 
medication error going undetected. Doctor, where 
death ensues, is it not very often the case that 
the medication error is discovered? Is there not 
an investigation and is it not often the case that 


a»medicataion error «is discovered as the: icause of 
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death where that occurs? 

A. Well, I suppose sometimes it is, 
buts Ty canithink: of. possibilities of scenarios where 
it might not be discovered, where the death was not 
totally. unexpected and. the error was not, detected 
and thatiit goes undetected. I would expect, though, 
that if the death is unexpected, that that would 
result in an investigation of what went on around 
the death and that the medication error would be 
detected. I think it would depend to some degree on 
how unexpected the death was and how alert the care- 
takers were to the possibility of the medication error 
at that point imnyytime. 

tHE. COMMLSS TONER: . But. surely ,.ia 
medication error would be in exactly the same class 
as digoxin overdose, probably, would it not? 

eid teaeh LDINEoO 2% oe nln AM, SOL? 

THE COMMISSIONER: Well, if one can 
assume or hypothesize, if that is a word, that these 
children died from a massive overdose of digoxin, now, 
in March, of course, everybody was getting suspicious, 

certainly in December or in other months no one 
was suspicious, no one would expect an error in a2 
no one would expect digoxin intoxication, no one 


would expect an error in the medicine, and therefore, 


an ; vy : 
oa 
pans ea oaerlw iaie 


Ss 
® 


,@!) 4) aumidomea S26gae |! emt, «A os 


stay culiigndt2e 70 ects linteeog 2p sights cas 


Ge igash Grid eo vedw > ,havetgneeb se gon asa th 
’ 7 


‘ 
29OD GON BEW "162% J bao bateaqeea yi besa \ 


ee 


,Apoortr ..iceqke TInh@aw é e29hag-esop Yi tells boa | 
| ; 
Low | i He imogrent Sh Wesab eis 34 
| 
; | S68 Oo faew io mou dap ieevnl ma 
} 
| | Bl erew ms j iy 7 PDO ny jee bee. cic y oe 
, 
Mm wT) } smoe Gas’ } ow Si) Ancnd 7 29254460 
| ) 4 7) qxeaw, wer 
1 ! Livy j OY. 5 i pery ro ot 
mien nk sf OJ 36 
' . ' ee ’ ban | | ei i a} heey 
| 
| 264510 SNES ali Vite nL ot Biwiw 4cuss° sofdesiban 
{ 
| tor Py) Uuealy LOMIOD TY. .Seobiavog Hivnopi ies 
' 
Sva1ee. ne 4 santerLy | aye 
Te, 1c. Liaw crLMMOE 2A TR. tii 


fBAt \DyoOW 6 ek gadt Fh, es tesiyenvide tn anvaeg ie 7 
| : VU2*OP (CD te Seba ata -ovrbesen a MOT. hsb Aoki lan 


| fet osetia oAlSyvob bi VYhogtyeeve ,setine Jo wits wv! 


RO Of aiitow terlio nb v6 yodnense nm eae 


eno Ob Gs. JASE xoOAn, néyegks re 


‘M3010560RS Bis ,Anicibom ads a 


eft eae Ri 


24 | 


2p 


ANGUS, STONEHOUSE & CO. LTO. Kauffman, 8103 
TREE SARI re.ex. (Cecchetto) 


no one would take the appropriate tests, would they? 
THE WITNESS: That is what. I meant 
when I said that --- 


THE COMMISSIONER: Because these 


children could have died from their symptoms? 

THE WITNESS: That is what I meant 
when I said I think it depends to a large extent on 
how unexpected the death might have been. If the 
death was an expected event or not unexpected, at 
least, then one might not even consider that an error 
of any sort might have happened because the ceath 
was not a surprise and may not be picked up. 

THE COMMISSIONER: This is the problem 


with that, at least the problem as I see it, with 


that theory that you are suggesting is if the child's 
death was expected anyway, certainly there would be 
no necessary concern or at least concern, but not 

any suspicion that there would be an error in the 


administration of a drug. 
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TORONTO. ONTARIO (Cecchetto) 
1 
2| 
CC/BM/ak | THE WITNESS: Unless there were 
| other reasons to suspect an error at that point in 
4| time, it was picked up from other causes. I think 
5| death being the index to lead you to the suspicion 
6| of the medication error would ordinarily be an 
7 unexpected death. A death which was totally consistent 
a| with the patient's condition at that point in time 
| would not necessarily bring you to think about a 
4 possible medication error. Do you understand what 
10 
| I'm saying? 
) 11| MS. CECCHETTO: Q. I understand 
12 | what you are saying but picking up on the Commissioner's 
13 question, Doctor, if you were ina hospital situation 
14! where there was an increase mortality and especially 
15 among the nursing staff if there was an increased 
concern about this increaed level of mortality, 
: do you not think that perhaps they might gpWeider 
i, medication error and at least check to gee whether 
13 | Or not there was an error indicated in Le record? 
19 Might that not be an avenue thev would pursue? 
20 A. Well, not having been there 
21 | Peele iiardctousay “bhutiiuthinksthat that feetoneivening 
~~ that would be a legitimate ie to pursue but in 
| an infant ward like this theré might be a tot rot 
23) seine G7 
other things to look at toofand that's the admitting 
24 | GF: 
25 


. ‘ 


wt 
- 


fair Gandy 46 ato ith ‘yo¥SEER OF 2NoOzns% wid - 


a) oyu Stats senkrty’ | vee aeery Waar 
f 4 7 4 


; : 
fezAs 1 Aenings tonsa meet de pets @aw 21 ome 


nolotters ada “ox woy feel sy xebRtoeld poled tieeb 


(‘fiveribro blvow torr ToOrseyiham os Id 


JHfosnindee “lair saw fettiy Aiq@eb A. . cine FOr OTE. 


any? ! fl L In rog a ¢ { 4 mary rt eteia a* rTh! ¢ » 154] . aa | iP iw 
7 
| 3 ovis *) f ney 4 ti ; { ran wee ; aw 
i on T ‘ rT) H > ie fee oe Pel 


! if hi ae) 
; ing Jud guard 
ri re 7 i { 9! 7 i , pri we <I | j i 
. Lie j = L {ti ra ee a ) syenw bi _ 
. | Dee Cet: fT Pa isd LE ete Bi tate one . taint 
ai 
a Pus y if ya nere LAChet ae aaitaaG DET al ; 
, a 
) Page Dishes ie aepaltaey tans Aiete yon voy 
| . 
ALeTes oiiwW art) Hon Senet de tik Bont aeisnoibom 
| © P be , | ' , 4 7 : u al 
htwoet Su. 2) Deteupeds sents Ae 2h Siets Jac Ia 
| fovea Oluow Were elpawa aa od Joh yorns aripen “1 
| , » 
wierd (road. faibrat Jer ‘ iTow of : 7 
| pois ono 22 Sutt tend dadda 1 God pre od teased ok st 
; a : 


ni soe sneyeq oy onédd atrmtd pete, Mi acta t eed, 


10 301 2 ad stp inet elds ali b 


aus ? 16 Hee fa 


ae | eb rn . 
; a >. @: a 


; De 


a 


- 


CC2 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, re-ex. 8105 
TORONTO, ONTARIO (Cecchetto) 


diagnosis of the babies, the conditionsof the babies 
and any other changes that might have taken place 
that would result in an increased mortality if indeed 
you sense an increased mortality at that point in 
time. Errors in medication could be one thing that 
people might want to look at but sitting there at 
that point in time that would be one of a o 
a number of things that you would probably want to 
take into consideration if vou perceived an increased 
in mortality rate at that point in time. 

rs AE. uxghtu mNownheboocter; 
Miss Symes at Volume 74, page 6394 refers you to 
Exhibit 276, which is the case report by Dr. Hastreite 
entitled "Accidental Digoxin Overdose in an Infant 
Post Mortem Tissue Concentration". 

Now, in the course of her reference 
to that article she refers to the child as being a 
sevem week loldechild extinpfact othe tchild/rpii one 
goes to the report, is a one month old child and 
what happened in this case was that the child 
erroneously received 2 milligrams of digoxin intra- 
venously and died 45 minutes later. At page 6396 of 
Volume 74 you indicate that this infant in terms of 
tissue levels looks like a close twin to Justin Cook. 


The question I have for you with 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


respectytoethis case|report,; Doctor, firstsof all, 
how many adult vials would be required in order to 


achieve or to administer 2 milligrams of digoxin? 


A. 
there are 5 milligrams 
dys 

On 
an enormous dose would 

Ag 
be, yes. 


O 
evidence the child was 


child and in this. case 


8106 
Kauffman, re-ex. 
(Cecchetto) 


te thank itawouddi bes day 


per vial, so, there would be 


And this in effect would be 
Zt notes Doctore 


Forea Childethis sizenituwould 


And as you nointed out in your 
also, Cook was also an older 


the child in the case report 


was chronically digitalized, whereas, Cook was not 


on digoxin and should have not received digoxin. 


Nee 


Q. 


Mate Lsv corrects. 


ipwould ask Vouy,Docton;, can 


there really be any extrapolation at all from this 


| 
| 
case report to the case of Justin Cook? 


A. 


Well, there are alot of 


dissimilarities. The only similarities are really 


the seruméandy:the thissue: concentra tionsi.«« The 


dissimilarities in disease, in age and in being 


dug ital izedwmakeoad ty dat ficult) tenextrapolate directly 


and I did not intend to imply that. I was simply 
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TORONTO. ONTARIO (Cecchetto) 
| | 
2 
Cc4 | alluding to the similarities in the serum and the 
3] tissue concentrations at the time I made that 
4 comment. I think that one might expect in a baby 
5 | who is chronically digitalized, one would expect a 
« higher tissue concentration with the comparable 
7 dose than one might expect ina baby getting a 
3| Single acute large dose. 
| MS. CRONK: Sirjped think yusttto be 
| fair to my friend Miss Symes who wasn't in the room 
ad at the time. The article, as Miss Cecchetto suggests, 
11) does indicate that the infant was one month old, he 
12 was seven weeks old at the time of death. 
13/ MS. CECCHETTO: Oh, sorry, I should 
14 have read on. 
e THE WITNESS: I am not sure that 
| makes a difference in any of my answers. 
a MS. CECCHETTO: I apologize to 
ah Miss Symes. 
18 | OV Poctorsnow, I4émigoingtto 
19| turn to the case of Kristin Inwood and one of the 
20) areas of concern is at Volume 72, page 5849. This 
1 was when you were being questioned by Miss Cronk 
55 | in respect of the 491 serum level in Kristin Inwood. 
| She was canvassing with you in her questions that 
| the possibility that digoxin had been administered 
24 || 
25 | 
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instead of Lasix, she asked you to assume that that 
error was made in that the wrong medication was 

given but that the appropriate dose was given and 

at page 5849 you conclude that that would take a dose 


of approximately .75 milligrams of digoxin and it 


would lead to a 30 nanogram per millilitre level, 
then - this is the area of concern that I have - 
assuming this level Miss Cronk then asked you to 
assume that there is little or no distribution to 
the tissues and at page 5849 at about line 5 there 
is the question: 
iho Then can we deal with the 
latter issue first, Doctor? If we 
assume that this kind of error was 
made, achieving a concentration that 
you have calculated to be 30 nanograms 
at the most per millilitre, if we 
Pakesinto waccount) first Of alla 
multiplier within a range that 4s 
acceptable to you, and if we, for 
example, suggest that the multiplier 
in this case was 3 or 4, taking the. 
outside 4, that level could be 
elevated in known ranges to 120 
nanograms post mortem. Would that be 


correct? " 
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And your answer is that that would 
be correct. And the question continues on with the 
hypothesis; but Doctor, let me ask you this, if there 
was nO distribution in it at all, would you expect 
to see a post mortem multiplier? 

A. NO, .£ don t think so. [was 
ignorning in my assumption here, probably mistakenly, 
but I ignored the implicit assumption that no distri- 
bution had taken place, I was including in that 
hypothetical situation - well, it wasn't hypothetical 
but that situation we were assuming and I have to say 
that my understanding of the increase in post mortem 
digoxin levels in the serum is due to release and 
redistribution of digoxin from tissues that if indeed 
under the scenario we were describing at that point 
no distribution has taken place, I haveto say that 
assuming a multiplier of fourfold is probably not 
Valid, Ln tact, © would expect to see little if ‘any 
increase under the conditions we were describing in 
this scenario. The only redistribution that one 
might see would be from the red blood cells and that 
would be minimal.” So, I think that is hard, taking 
my implicit assumptions into account here to agree 
that the fourfold multiplier would make sense you have 


to assume some significant amount of tissue 
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distribution to assume a fourfold miltiplier and I 
have to agree with you that if we assume no tissue 
distribution we really can't assume a fourfold 
miltiplier in going through this calculation. 

Ql. What about if you assume a 
little distribution, can I ask you, Doctor, whether 
or not you would expect to find the levels that were | 
fund ti nefixed: Erssue sin ninwood?7 randwihntelhevyow that 
the levels that were found were 230 nanograms in the 
left ventricle and 300 nanograms in the septum. 

re i) think nthatersiivery wibrkwWey. 

QO: Now, continuing on with the 
reliability of the Inwood sample. Mr. Strathy and 
Miss Symes both cross-examined you on the reliability 
and thea mplica tion sa(that ‘Irtook from their*cross- 
examination was the suggestion that the sample was 
not reliable and was worthless. Would you agree 
wi the ‘that, Doctor? 


A. No, I never meant to imply 


had. inl tcoukd notaweventwith the reservations’ that 
I had about ‘the) qualitywfrtthat sample, Icertainly 
couldsnotiergnore <t ‘and I) took) it ‘as an limmortant 
piece of information when I considered this case. 
ON And Inwood in any event even 


without that sample was not a case where you were 
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prepared to completely discount digoxin intoxication? 
A. That is correct, even before 
I knew that. 
OO; Okaye* Now, Doctor; *MriVscott 
in his cross-examination asked you about seizures 


and basically the gist of your evidence, and this can 


be found) at’ Volume: 734° Im Hot-going to read* from 
it but for my friends in case they want the 
references it iS page 6217 to page 6225. You 
indicated, Doctor, whether or not seizures occurred 
was really not helpful to you in determining whether 


or not there was digoxin toxicity in these children. 


A. Yes, I really couldn't make 
any kind of judgment based on seizure incidents. 
There are a lot of causes for seizures in these 
kKindsvorEs patents  S@rtydeesn't “tell meV that there 
wasn't digoxin intoxication and it doesn't' prove 


to me’ that there was, so, I really didn't view that 


information as being helpful to me in specific 
cases in making a judgment one way or the other. 
Qy Because, Doctor, you are going 
to go: home after your evidence here, if someone. 
were to suggest in the future --- 
THE COMMISSIONER: He doesn't have 


to, Miss Cecchetto, if he has some other plans. 
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MS. CECCHETTO:Q.Well, you can stay 
On if you like, but if someone were to suggest in 


the future that convulsions or seizures were 


inconsistent with digoxin toxicity how would you 
answer them? 

A. Well, I think the evidence 
in the literature is to tthe contrary. I would be 
Surprised if anybody ever demonstrated that because 
there is evidence that seizures can be associated 
with it, although, certainly#@not"uni fornly: 

O% Now, Doctor, the last area 
Soir. Offa this morning asked you about the 
Pacsai sample, about the Pacsai case, and he asked 
you whether your best view was that the administration 
of digoxin in that case would have been administered 
intravenously or orally and he pointed out to you 
that the other day you had indicated a preference 
for oral administration: 

I would ask you, Noctor, can you say 
with any degree of confidence whether it was oral 
or intravenous or can you prefer one to the other? 

A. I think my vascilating back. 
and forth illustrates my lack of confidence in 
trying ‘to assign'’’a route of administration to this 


case and I suppose I should leave it there. 
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MS. CECCBERTOsaurThankeyoun Doater, 

THE COMMISSIONER: Thank you. 
Mr. Young? 

MR. YOUNG: I have no questions, 
Mr. Commissioner. 

THE COMMISSIONER: All right, thank 
you. Miss Cronk? 

MS. CRONK: Thank you, sir. 
RE-DIRECT EXAMINATION BY MS. CRONK: 

Q% Drvokaurinan, thawirbivthytto 
be as brief as possible under the circumstances. 

A. You are very kind. 

Oz Notsyet LBéthanoty but Lown) 
do my best. Just a few areas that I would like to 
cover with you tf I coulds sCould werdealoefirst 
with the case of Stephanie Lombardo and Jesse 
Belanger. 

You may recall in a discussion that 
must now appear to be eons ago with Mr. Scott that 
your attention was drawn to certain portions of 
Mr. Cimbura's evidence concerning the mass spectrometr 
tests which had been performed on the exhumed tissues 
of both of those children. Do you recall in broad 
terms that discussion? 


Al Lerecalilrthatediscussion,syes. 
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Oe And your attention was drawn 
to certain specific'portions of Mr. Cimbura'"s 


evidence regarding particularly Jesse Belanger and 


further discussion ensued and you were then asked this /| 


question, and I would like to refresh your memory if 
I may. It is found, Mr. Commissioner, at Volume 73, 
page 6184. The discussion with respect to both 
children starts at 6184. The question with which 
I am particularly interested is found at page 6189 
and it reads as follows, Doctor, at the very bottom 
of the page if you have the transcript there: 

HORS Well, if you were told that 


in the cases of Belanger and Lombardo -+" 


A. I'm sorry which page? 

Oy 10. SOTry, SLE, page 6139. 
A. Aico. 

OF The very bottom of the page, 


last question, Doctor. 


A. Yes. 
Ohi It reads: 
ZO Well, if you were told that 


in the cases of Belanger and Lombardo 
the mass snectrometryv that was done 
did not, to a significant degree, 


illustrate the presence of digoxin 
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"in the body, in the exhumed tissues 
} of those two babies, would that lead 


4] you to qualify your assumption in this 


S| case?" 


DD 
DM/cr 


ANGUS, STONEHOUSE & CO. LTD. Kauffman re dr 
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(Cronk) 8116 


And your answer was: 

TAV* "Yes, i> think you have: grven 

me a hpothetical question and I 

will si VePeen a hypothetical answer. 
fe yes. 

A. If I was assured that 

mass sprectrometry had failed to 
demonstrate the presence of digoxin 
in the tissues I would have a greatly 
decreased confidence that it was 
there. 

oe Yes. Can you tell me, maybe 
te rs Just an unrair question, what 
would that do to your CDC list where 
you got them at 4 and 3 respectively? 
A. PWORratiave CO TOUK at Tt DEE 
I suspect, answering you without a 
great deal of forethought, that is 

my assessment of the highest 
probability was that there was no 
digoxin in their tissues, they would 


probably be reduced from’ :.. 


And then I suggest to you there is something missing 
from the transcript. The rating on Lombardo was 


a 4, and the rating that you gave Belanger originally 
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ANGUS, STONEHOUSE & CO. LTO. 
TORONTO, ONTARIO 


Kauffman, re.dr. 
(Cronk) 2 al 


was a 3: 

"Sy. tolahberorsa Ciix 

@. Thank you. 

A. Depending on their clinical 

status. You see, I was asked to look 

at the paper from a pharmacological 

point of view.” 

DoWyoutrecall ,that doscussion pede. 
Kauffman? 

AX Vesa 

eh In the case of Belanger, the 
passages beadeiosyoutby Mrs Scott from Cimbura’s 


testimony were those in which Mr. Cimbura first 
described results of the mass spectrometry test 
that had been done on that child's exhumed tissues. 
Secondly, indicated that after discussion by Mr. 
Cimbura with the mass spectrometrist involved, and 
after, based on his own review of the test results 
that Mr. Cimbura had reached a conclusion that 

the mass spectrometry results were inconclusive. 


Do you recall that, Doctor? 


A. Yes), 4. recall that, 

oe We are talking now about 
Belanger. 

A. Righney 
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ANGUS, STONEHOUSE & CO. LTD. 


TORONTO, ONTARIO Kauffman 7. Ee’ ars 
(Cronk) 8118 
O72 What was not read to you, Sir, 


at the time,was Mr. Cimbura's further evidence 

concerning tests done on Belanger's exhumed 

tissues and I wouldlike to take a moment to read 

that to you. Ithisofound,:Mr. Commissioner, at 

Volume 52, page 1713, and this is during the cross- 

examination conducted by Mr. Brown, and starting 

at page 1713 the.questiontis ; SE’ mesorry, Ktothelp 

you, Doctor, because I know you do not have this 

transcript, Mr. Cimbura had just indicated that 

based on the mass spectrometry results he felt 

them to be inconclusive: 
"MR. BROWN: Q. Therefore the results 
that you would place more confidence 
in would be the results of your own 
analysis using the HPLC and the RIA? 
A. Well, because of that of course 
there waS a concern in my mind and 


we have devised another HPLC 


procedure. 

Qi For the Belanger tissues? 

A. Mat Ysitriyght. 

Gi. And the results of procedure, 


are those results reported, are they 


recorded in your report of September 
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ANGUS. STONEHOUSE &co.tTOoO. Kauffman, re.dr. 


TORONTO. ONTARIO 


(Gronk} 8119 


eZUth: 

A. Well, the conclusion is that the 
Substance was digoxin. 

OO. Sop ital can simply be clear on 
the procedure. You initially subjecte 
the Belanger test to the - 

A. To the regular HPLC. 

QO. ~a ee Ne es EeGUuLalL Hruc. = =1rou 
then subjected them to the mass 
spectrometry. Those results were not 
sufficiently certain to allow you to 
draw a conclusion and you subsequently 
subjected the Belanger tissue to 
another HPLC extraction? 

Ay A different - well, HPLC 
analysis using a different ‘column 

and a different mode of liquid 
chromotography called so - called 
normal mode of chromotography. 

oF And after you had extracted a 
substance you subjected that substance 
to the RIA assay? 

Pg Mie leno er Loire 

ar And the results of that final 


test then are recorded on page 3 
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ANGUS. STONEHOUSE & Co. LTO. 


TORONTO.GONTARID Kauffman, re.dr. 8120 
(Cronk) 


"of your report of september 29th?..." 
And the discussion continues and I don't believe it 
is germane. Then Mr. Cimbura adds this: 


ie There was one more test in 


addition to what I have described. 
We obtained another set of regions 
for RIA which would have a different 
antibody from a different manufacturer 
and we have used that also in the analyses 
of the liver from the child Belanger 
and that also gave positive results 
and my conclusion at the end of ee 
of this work was that I was reason- 
ably satisfied that the Substance is 
digoxin, that's jae ed aR vars 
Dr. Kauffman, in light of that evidenc 

and bearing in mind what Mr. Cimbura said concerning 

the results from the mass Spectrometry tests and 

the: furtherenPlC and RIA tests which were done 

on the Belanger tissues, is the confidence which 

you originally placed in Mr. Cimbura's results in 

this case affected in any way? 
A. YOu mean when I initially 

did my report? 
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ANGUS, STONEHOUSE & co.LTO Kauffman, re.dr. ot Diesel De 
TORONTO, ONTARIO (Cronk) 
1 
Z Be No, I think based on what 
3 you have just told me that I would have at least 
4 the same degree of confidence that I had when I 
- initially issued my report. 
Isthinks the face that. the separation 
, from the tissue extract was done on two very different 
j kinds of columns, markedly reduces the probability 
8 that a .CO-€luding substance would migrate with 
9 the digoxine in both systems;, that is. the standard 
10 technique that is used to get away from that 
Wl problem. The fact you used two different antibodies 
ai to detect the digoxin which was eluded from the 
different columns strengthens it. So I think that 
o I would have a great deal of confidence in the 
i results if all of these methods are showing the 
15 same thing. As I think I said earlier the mass 
16 spectrometry is a powerful tool but it is not 
17 infallible, and in a very complex matrix like 
18 tissue sometimes it is very difficult to get a 
10 clean enough mass spectrum to be definitive. 
Sol thine taking that a nto icon= 
Sideration and looking at the testimony that you 
“i have just read me, I would have a great deal of 
22 confidence in the results. 
23 Ou Docton, syoudwi lieivecal li *that 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO mai ma T 4 ats . ar * 
(Cronk ) 


you Originally rated the Belanger child for the 
CDC group witn asprobabidityercatingnotweases Having 
regard to the confidence that you have told us 
you would place in light of Mr. Cimbura's) evidence 
on his results, are you inclined in any way to 
change that assessment? 

As No. 

Ow Could we deal in the same 
way with the case of Stephanie Lombardo because I 
was left in some confusion on that aspect of the 
Mmateer Doctor. 

Youjwulb recall thatyMr+)Scobt 
drew your attention again to the mass spectromeiry 
tests which hadsebeenseconductedpon thatechildya«To 
assist you, Mr. Cimbura testified that mass spectrome 
and gas chromotography tests were conducted, as 
were RIA and HPL@#,and»=-.£ am sorry p7zhit wastRIA 
and then HPLC/RIA tests, and that those were 
conducted on the fluid and the heart tissues specimens 
from this childé¢helekwas thenweaskedp-ethus ESieMr: 
Cimbura, during cross-examination, this question 
by Mr. Brown. Mr. Commissioner, this evidence is 
found at Volume 52, page 1709: 

20.8 Bonéeahhttihiss cionnines tin: 


Cimbura -npand;cagain, perhaps if I 
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ANGUS, STONEHOUSE & CO. LTD. 


el hs he uae Kavtiman, re.dr. 
(Cronk ) 
1 
2 "go to that, when you first appeared 
S before the, Inquiry you were asked 
4 a question I believe on the Lombardo 
é child, although the name "Lombardo" 
Ls,not.used¢,.You,.indicated that.the 
| results that you obtained from the mas 
: spectrometry tests were not included 
8 in VOUT rOfiiegial .eports..us that 
9 COruecr: 
10 ae What I meant to imply is that 
1 the conclusion from ‘that test was not 
ial included.= Ieam sorry »~..the sconclusion 
from the test was included in my 
- report saying that the substance was 
- digoxin. The conclusion of a mass 
15 spectrometry test is supportive 
16 information to the other tests that 
17 the substance that is being analysed 
18 is digoxin... So, 1 -have not .specirfied 
io the three different tests, that's 
right ssbut,l concluded thatthe 
Ss substance was digoxin and so you 
a viewed the mass spectrometry results 
22 ac 4 confirmation of a positive findin 
23 in this instance. 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO. ONTARIO 


Kauiiiman,,. are «dr. 


(Cronk) 
1 
2 "Q. In the Lombardo tissue? 
3 A. Thatnes ~rigqits4s2ney 
4 In light of that evidence, Dr. Kauffman, 
5 byeMe. Cimbura, is there in your opinion reason to 
6 doubt that digoxin was in fact found to be present 
: in che exhumed ,tissues obethatschild? 
A. Nopalycon. teathink:/so.. 

: @ Doe iwhave Tteacorrectily, 
9 Dectonyntthat if.digoxinswas* present as. indicated 
10 by Mr. Cimbura in her exhumed tissues, you would 
11 nankethisochildiaseandéed you did in the CDC group 
12 With a probability ratingmot4ein. terms of ,digoxin 
13 involvement? 
yr A. I see no reason to change 

my ranking. 
15 

Ox Oné other»matter,concerning 

16] thea Lombardogchaldya Doctor, rYougmay recall. that 
17 during the course of cross-examination by another 
18 counsel, it was suggested to you and indeed as I 
19 recall it this came up during your evidence in 
20 chief, that the child's shunt may have occluded, 
i and that if 1t was occluded that it would explain 

the child dying when she did and in the manner that 
22 

she did. 
23 You I believe indicated, or at least 
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ANGUS, STONEHOUSE & CO. LTD. Kawi fiman ‘ rer ‘ole a 


TORONTO, ONTARIO 


(Cronk ) 


expressed your agreement with that, that indeed if 
the shunt had occluded that would explain the way 

and the manner in which the child died, do you recall 
that? 

Dd. It could have explained it if 
it did occlude, yes, I, remember. 

Oe Also as I recall your evrdence 
ana taac ers LOund, 22 vou would like ‘to: loon sat. ic, 
Dr. Kauffman, but I do not believe it will be 
necessary, it is found at Volume 73, page 6073. I 
believe you indicated. 

A. I am sorry, which page? 

O. I am sorry, page 6073, Volume 
73, -tnis is during the course of discussion with 
Mr. Strathy I drew your attention to the fact that 
in the medical records of Stephanie Lombardo there 
is a note indicating that a resident shortly before 
her death was unable to detect the sound of a murmur, 
do you recall that? 

ie Yes, I remember that. 

Q. And it was suggested to you, 
and I believe you agreed, that the absence of a 
murmur, Or at least the inability to detect a 
murmur that close to the child's death was consistent 


with the hypothesis that the shunt had in fact 


- 
= : 


fr, VS PO ae ay 
= al 
: v = & “ e. iy Mae 
ba aia hit Ss 0 Ne ee Ce 
Toy 


iss5eh asd 


4 Llebet poy on. | 


—? en | 


: Vat : 
2.9ed6 oto teats ybeetps voy avetied’ i Sma. , 
Nig 
bh ot ytilidentl edd teagl 36 26 , Tuer 
ma 4 


( - ela 


= 


email. eens 
> 


: " ¥ 
Jnsizeienoes esw dtash eae biido oa7 oo one Hane 


Jost of bet gnate silt, tons > 
. an 


_ a .— 


8126 


ANGUS. STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO Kauffman relat 
v . . 


(Cronk) 


1 | 
5 occluded; do you recall that? | 
ae It is consistent with it, 
a 
yes. 
4 Or By the same token, Doctor, 
5 would I be correct in suggesting to you that although 
6 you would expect to hear a murmur, because of the 
7 child's inherent arrythmia and reduced cardiac 
8 CuLDULeGt which you. spoke, that you might noe, in 
fact hear a murmur although the shunt could still 
‘ be open or patent? 
. A. It would be possible for the 
11 Shunt “to spe anatomically patent and. for you not 
12 to hear a murmur if the cardiac output was 
13 adequately decreased at that point in time. A 
14 murmur is simply vibrations due to turbulence 
15 of the blood being forced through the vessel, 
and if the flow and the pressure driving the flow 
: 1s dow enough at that; point in time that you.are 
” listening you may not hear a murmur. So that is 
18 another possible explanation for not hearing a 
19 Murmur at that .poInt. an time. 
20 Oo, Dowi ihave it correctly (then, 
1 Doctor, that the inability to hear a murmur at 
22 that point in time is not determinate in one way 
i or the other as to whether the shunt nad in fact 
occluded? 
24 
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ANGUS, STONEHOUSE & CO. LTD 


TORONTO. ONTARIO Kaltl£imanynre sdr< 
(Cronk) 
1 
2 2 A. Invny mind iteisinokyconr 
3 clusive. 
4 THE COMMISSIONER: That one way or | 
5 another concerns me, it does concern you. 
6 THE-WITNESS¢s« YeSja you» can't’ ignore 
: Diet ditivour hear) the: murmuri youe cats be, sure? the 
Shunttassopen. If you don’t hear the murmur and 
$ the baby is in shock, or has markedly reduced cardiac 
9] output you don't know definitively whether the 
10 Shunt has occluded and the baby's problem is due 
11 to that, or there is something else causing the 
12 decreased cardiac output and you don't hear the 
13 murmur because the cardiac output is not adequate 
7 to produce the murmur. 
on Dr. Kauffman, I would like 
ie you to assume for the moment that the shunt of 
ip Stephanie Lombardo had in fact occluded, and perhaps 
17 It is a@ questiomof Mane obvious or Dibakemyuchiwe «can 
18 agree that an occluded shunt without more would not 
of course explain the presence of digoxin in the 


exhumed tissues from that child? 

AN Thaticts ebrue . 

ON And I would like to draw your 
attention specifically to the concentrations of 


digoxin which was found in the exhumed tissues of 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, re.dr. 
TORONTO, ONTARIO (rene 

1 

2 Stephanie Lombardo, and you will recall you were 

3 asked to look at this previously. They are found 

4 in Mr. Cimbura'’S report dated March 25th, 1982, 

5 Dr. Kauffman. The level in the chest fluid tested 

6 on mass spectrometry that is at page 2, Mr. 
Commissioner, Exhibit 95C, it as the March 23th 

: report, Sir. 

° THE “COMMISSIONER: “I “am “going to 

e make another suggestion and perhaps it doesn't have 

10 to be available until the new year, but an index 

11 for 95 generally would be nice, I would be grateful 

12 and I think everybody would be grateful if we had 
one. 

13 

| MS. CRONK:| ‘Would you Like that to 

e go on your Christmas list? 

1s THE COMMISSIONER: Yes, on my 

16 Christmas 11st: 

17 MSs (CRONK? (O.. For the moment, sir, 

18 Viste tome saat Pe 1S, IOC And 2k 1S at page: 2. 

19 THE COMMISSIONER: Thank you. 

a O% Dr. Kauttman, 1 would ask 
you without my going through each individual reading 

“ with you to review the readings, the digoxin 

= concentrations that Mr. Cimbura did report. 

23 I suggest to you that they are 
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ANGUS, STONEHOUSE & CO. LTD 


TORONTO. ONTARIO Kautiiman, re.ar. 
(CEOnk) 
1 
2 uniformly high in each of the tissue specimens that 
3 were tested; would you agree or disagree with that? 
zs a I think in. general that is true. 
I had to take into consideration that they were 
F from exhumed tissues. 
Oe Indeed. 
7 AS Given that they seemed to be 
8 somewhat high and were present and it was present 
9 in all the tissues that were examined in relatively 
10 high concentrations. 
| Oe If we look at the sample, 
m the types of specimens involved, Doctor, there 
Ma were nigh digoxin concentrations found in a great 
ad number of different tissue specimens, is that 
14 COTrrect: 
15 A. That is what I meant, yes. 
16 O7 You have told us previously, 
7 Doctor, ae length that there can be in your 
P judgment no reliance placed on the numbers them- 
selves, the quantitative levels supported by Mr. 
id Cimbura on exhumed tissues. But having regards to 
a0 the results which were recorded, the number of 
21 tissue specimens that were in fact assayed, do 
22 You attach any Significance to the fact that 
23 comparatively speaking these levels were all 
24 
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consistently high in a wide variety of tissue 


specimens? 

A. Do I attach any significance 
to that? 

OF Yes. 

A. Well ‘to the extent that 


enough digoxin had to be given to this baby to 
produce concentrations in these ranges, and that 
it had to be given some time prior to death, at 
least sufficient time for general tissue dis- 
tribution to take place, I think the latter is 


probably the most significant. 
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Q. Did the levels themselves and 


the specimens from which they were obtained assist 
you in any way in setting this case apart, for 


example, from that of Jesse Belanger or Jordan Hines, 


Or were they in your own mind essentially the same 
Situations? 

A. Well, to the extent that the 
levels appeared to be higher and I had data in many 
more tissues than in the other two patients, it gave 
me somewhat moreconfidence that digoxin was really 
present and was distributed. 

In addition, the description of the 
clinical course of this baby's death I think led me 
to contribute it to my putting her in a higher 
category also. 

0. Well, I was concerned about 
that, Dr. Kauffman, because I had understood you to 
say this morning, and perhaps I misheard you, when 
you were speaking to Mr. Olah with respect to these 
levels that you took the levels into account very 
PRetle, Oil any; sthose-were your words as I wrote them 
down. 

A. No, I was referring then 
specifically to the contents in the stomach and the 


bowel. 
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0. I see. 
A. Not to the tissue concentrations. 
He asked me specifically about the amounts ~~ not 
concentrations, but the amounts in the stomach and 
the small bowel, and I said those numbers were not 


of great consequence in making a determination in 
thacepatient, but I .was .notyreferring at. that-point 
in time to the tissue concentrations. 

Q. I take it from what you have 
said that the tissue Seria did indeed have 
some relevance for you? 

A. Yes, they certainly did. 

Q. DOGloOrn o.. prust vou shave, Mr. 
Cimbura'"s reports in front of you. Could I ask you 


to turn as well, if you would, please, to the report 


datedsApri ia ork, tele ao hoato we xn bit 695), 

A. lL contess 1 did not have it 
diUeGhiMeeineoronk of me bit slewill dig it’ out here, 
Which date? 

0. Ayr Lethe othe 1 9eZ Doctor, 
page lL, of .that report. 

A. Okay aumpage sl, mlanave 1h 

0. YOuiwillerecal 2 .poctor, ai 
believe it was during the cross-examination of Mr. 


Scott, but .I.may be in error as to which counsel was 


7). ; 
MONO LF 7 


{ 


a’ squdme®.| 4 
! 


' { 
ay) 


wor oo ° 


as 1270997 tertd Bq, aT ayt cy 
=) ' 


tC ,! eben yea r geaa ; 

7 : _ rT Pp 
towd.,i fanaa Ditwa vee me VS 

i y a - 

1° 10? 360 iete-Buniy, othe italy Meas en eee 

Bitayh, cali 
sev foravoa CORN 0 ith Seman dene ian 
7 € - a it he apa 
. rn 
' ° > 7 


_ 


ANGUS. STONEHOUSE & CO. LTD. Kauffman, 8133 
TORONTO, ONTARIO re 4 adr j ex : (Cronk) 


involved, that your attention was drawn to the 
findings of the concentrations of methyl and ethyl 
alcohol which were found by Mr. Cimbura in a number 
of specimens, specifically there were three specimens 
from Justin’ Cook: tested; ’ain> two of them,’ T-24° and’ T-27, 
both of which were blood specimens, both methyl and 
ethyl alcohol were found, ethyl alcohol in higher 
quantities; similarly, a blood specimen from Pacsai 
and a blood specimen from Manojlovich were tested, 
and once again, both methyl and ethyl alcohol were 
found, the latter in higher concentrations than the 
formext 

Déctorpfrdo “you*attach "any “sranificance 
to the findings of methyl and ethyl alcohol concen- 
trations in these blood specimens? 

A. i dao’ note know how to “interpret -- 
what to make of these. I cannot really explain the 
combination of ethyl and methyl alcohol together as 
resulting from an injection of a drug containing 
ethyl alcohol as a preservative or as a diluent 
because I would not expect the methyl alcohol to be 
tnere. .So0 2 cannet+ accept? that: 

Methyl and ethyl alcohol are common 
re-agents for solvents that are present in laboratorie 


so I suppose that there is a potential for contaminati 
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but I do not know enough about how these samples 


were obtained and handled, the details of their 
handling, to know whether or not it would have been 
possible for the sample to become contaminated at 
some point with these products. I also do not know 
enough about the assays that were used to measure the 
alcohols to know what interferences those particular 
assays were subject to, so I really cannot respond 

to that. 

The other thing I thought about was 
that ethyl alcohol and methyl alcohol are combined 
sometimes ina 70 per cent ethyl alcohol solution with 
a little bit of methanol added for use as a skin 
cleanser before doing vena punctures, and that 
preparation would give you the general ratio that is 
described here. But I do not understand why this 
product would have been used, particularly in 
obtaining post mortem specimens, and even if it was 
used, it is hard to understand how just cleansing 
the skin would have resulted in this degree of 
contamination of the specimen. 

So I really do not have any good explana- 
nation for these. I do not think that the babies | 
had this much alcohol in their bodies at the time 


they died because had they, they would have died aMuc 
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different kind of death and would have had other 
symptoms. So I suspect they are artefacts; that is 
thesonly *way?%l can®texplaineity but Itdeinotchave any 
logical explanation as to how the artefact occurred. 

0. Well, Doctor, I am interested 
in two features, at least, to what you have said. We 
know that some of the specimens that were tested were 
in fact post mortem blood specimens. For example, 
in the case of Justin Cook, T-27 was a post mortem 
blood specimen drawn at 6 a.m. on the morning 
of the child's death. 

Now, in those situations where the 
blood specimen is drawn directly at autopsy from 
the inferior vena cava, and we know that some of 
these post mortem blood specimens were, I take it 
you can eliminate the possibility that the skin may 
have been swatched for the purposes of cleansing the 
surface before the tissue was taken? It does not 
apply? 

A. Nove 1. dou not thank ihatithare -- 
I doubt if it even applies in ante mortem samples 
because, aS I said, it is hard for me to conceive 
of how even cleansing the skin would produce enough 
contamination to produce these concentrations in 


a sample. 
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Q. Thank you. Doctor, secondly, you 
indicated that were these children to have had high 
concentrations of either methyl or ethyl alcohol in 
their bodies at the time of death you would have 
expected them to have died in a different way with 
different symptoms; did I hear you correctly? 

A. Xesis 

0. Are ithere, Harifact: :pecd fire 
symptoms of, for example, methyl alcohol intoxication 
on rethylewalcohol aintoxication? 

A. Well, both of the alcohols would 
produce acutely central nervous system depression and 
respiratory depression certainly in the concentrations 
of ethyl alcohol that are suggested here. What I 
would expect to see is a baby who shortly after 
receiving it, alcohol in this kind of dose, to have 
marked central nervous system depression, respiratory 
depression and in high enough doses actually, 
cardiovascular depression, but a different kind of 
picture than what is described in these particular 
babies. 

0. Did any of the babies whose 
cases you reviewed, were there recorded in their 
medical recordas symptoms which, in your view, are 


suggestive or consistent with methyl or ethyl alcohol 
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intoxication at the time of death? 

A. NO; Loedovwnce thin. so ~ 

0. DOCTOLD, Could Wwe Curry now, Tf 
you would, please, to the case of Kristin Inwood 
briefly, and one matter that has arisen with respect 
to that child. At autopsy, the findings with respect 
to Kristin Inwood included evidence of sub-endocardial 
and myocardial necrosis in the left ventricle of the 
heart, and as well, evidence of necrosis in the 
Capillary muscle. I would ask you to accept that 
from me. That is found in the autopsy report filed 
before the Commission for Kristin Inwood. 


It has been suggested in evidence, 


Doctor, that given those autopsy findings and thatevidence 


evident at autopsy, one cannot rule out the possibilit 
that the dying tissue in the heart contributed 
significantly to an elevated blood level in that 

child prior to death, either from the maintenance 
digoxin therapy which she was on prior to death or 
indeed, from the accidental dose which we know she 
received the day before her death. In your opinion, 
Doctor, can that phenomena occur, that is, can tissue 
death during life result in elevated digoxin 1éVvel's 
ante mortem? 


A. Well, as I have said previously, 
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it is a hypothesis I developed to try to explain 


the situation with the -- the baby's name escapes me? 
0. Gary Murphy. 
A. Gary(Murphys 1. do notyknow, of 


objective studies that have documented whether or not 
that occurs. It is based on an understanding of the 
factors that may influence binding of digoxin in 
tissues, so I cannot say it does not occur. I have 
bos savethathditycouddsoccur sel ethinks 

0. Welly sin thisicase.. Doctor, with 
the evidence that was available after autopsy, could 
that phenomena, in your view, account for the post 
mortem serum level obtained in Kristin Inwood, and 
as well, the concentrations of digoxin found in her 
various tissues, in your judgment? 

A. Wellwet dosnote thinkrsoaen I 
have several problems with that. One is that the 
serum concentration ante mortem, I think, was 
something around 2 within -- 

0. 2.6% 

A. -- 12 hours before the baby's 
death, so ithcertainly) wasanot.cccurringsat that point 
The other thing, I have not looked at the autopsy | 
report recently, but.as I recall, these findings 


appeared to be somewhat recent findings. There was 


Pitino xi a ag sie: oe 
Beaune sii oh aa 


oo 


7p Word Jon obit ae ie 

b 96n #0 Faia hey nanvoab Svbit ai gbttise 

ony te Dae bneIesebnir a 0 fone Bhd Baugee 

Mi, tleopte to. parbyid Sonate ym dade ete, 

3 SV60 I tespn won 290d +i vod JontED Ea aarti 
| 


-duits Y vase Siges 422 Jmill pe ge 


| ttiv <2olsdd 3869 Bids vl.) few Q 
[ VOLQOY.”, Vevot0s. vo44 - SIMA DIOS aawigedd SaTSarv of Beg 
1204 41F wokt dnooso6 ‘WOEY “NOY Tag Lt aOnethe tee 


Brié& <bowrel NMiteisn “gt Poi nase lavel mute nod rom 


734) ai Saver vAixop ts iO anoe,d4adineonos sd3. \ blew ap | F, 
VJasmpbup gueoy HP Vegnas te aU Otte ia 
. i 
| t) ( SOR WALD donk £ :, fats \ 7 : 
id ABOD Al enOw |, Grit | ota te, ene ldogg [paves eyes ‘ate 
i 
we OS ta igh ttod atae Col) tid ne gia nin aa aa 
NiiChiw S. Bene Pit enee iw 
| " D 
{ 
. e Vded syt4 ongtad SDUGH Lb fi 


Od Fatt 2B wn bros JOC Siw wid SJi9% J] G2 yddseb 


| Y2{Osii6° SU 45 bsAxuel den ove T vomits 2g off 


2eTaDNlD en6ri4 ($4639% © Ap gyre etl nseney, J40go4 


BAW ata » Sil bere? 1nease% Iaqlwenen se ag 12 PLSIE] eps 


ANGUS, STONEHOUSE & CO, LTO. 
TORONTO, ONTARIO 


Kauffman, 
Fe-.df 6%. (EF 


not evidence of longstanding scar 

and recurrent damage and repair. 
My recollection is 

to me more recent damage and more 


sO with a combination of having a 


diagox1 mio ff i2s bt wit:hansrhoumstprmo7 


8139 
onk) 


ring and repair 


that it suggested 
acute damage, and 
documented serum 


to the baby's 


death and then autopsy findings suggestive of acute 
myocardial damage, it is hard for me to accept that 
that would have had a significant effect on ante 
mortem digoxin concentrations in this baby. 

0. Well, that 


assuming, Doctor, 


the tissue death which was evidenced at autopsy, in 
fact, didhoccunmiacel teiy priermato\deathivon ihe 
assumption that it did occur or at leastwas in the 
process of occurring while there was still circulation 
ongoing: in) the:child’s ane coudds that) process ,t hm 


account for the tissue levels, for example, 


your view, 
that were found in Kristin Inwood? 

A. ft domot. think amivoulad account 
Tissue levels may not change 


for ‘the: tassue’ levels, 


under those conditions. I mean, your ability to 
detect any change in tissue concentrations, you 
probably would not be able to detect any change ae 
tissue concentrations. 


What I am saying is if you accept 
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that hypothesis, it would be possible to release 


{ 
| 


enough digoxin from the tissue to cause a significant 
change in serum concentration without making a | 
detectable change in the tissue concentration because 
so much digoxin Gs present: inmithextissues aSoid, do 
not think the tissue concentration either proves or 


negates that hypothesis. 


Tecchinkisthatr nde sida fivoult to explain 
the high level ‘in the blood that was found, if we can 
accept a concentration somewhere in the neighbourhood o 
200 to 300 nanograms per ml., I certainly cannot 
explain that or even a tenth of that by tissue break- 
down, the kind of tissue breakdown that is described 
in the heart on this baby right around the time of 
death. * Inthink»any) changes that would: take place 
would be incorporated into the usual multiplier that 
we talk about that occims. post mortem. 


0. Well, that is what I was getting 


a,c Doctor, wWecause my tiniend <iMsi.) Cecchettoshchook 
you to the post mortem multiplier that I invited you 
to apply in the case of Kristin Inwood, and I suggest 
this to you:, if) in fact ther was) evidence of massive 
myocardial damage, tissue damage during life, is 

it possible in your view that a digoxin concentration 


ante mortem of: 2.6 the day, prior! to death: could; be 
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sufficiently elevated so as to account subsequently 
for a post mortem level of 200 to 300 by this 
process? 

A. leco snot sthink..so, no. 

Q. Thank sou, boctor. ~Doector, vou 
will recall Ms. Symes took you this morning during 
the course of her cross-examination generally to 
the matter of medication errors and suggested to you, 
ifwil wreteattedownecorrectlyethis;morning, that 
medication errors do repeat; do you recall that 
discussion? 

A. Yes, I remember that. 

Q. And it was suggested to you as 
welderasa lbaunderstoodrat,, that the,.possibility of 
medication error increases in periods of stress or 
tenshonsidosgyousrecal la that? 

A. res: 

0. I would like to relate that, 
Doctor, if we can, to the 36 children with whose 
deaths we are concerned or at least a fair number of 
them. ‘May I start with this question: as a general 
proposition, would you expect similar types of 
medication errors involving the same drug to be 
repeated consistently within the same time frame; 


is that something that you would regard as usual? 
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A. Well, I think I have said 
previously, t-think that«the probabil lity<or that is 
quite low. It seems unlikely to me that an error 
would continue to be repeated and would be clustered 
Only in one location in the Hospital and only in one 
period of time. It would tend to be clustered 
geographically as well as chronologically. 

Q. Would it be more likely, in your 
view, that errors of that kind would happen randomly 
both as to location and time? 

A. Yes) warcoitik, SO. 

0. Doctor, do Tahave itt icorrectly 
that at the time that you were preparing and 
delivering your first report in mid-December of 1982 
to Mr. Wiley that in fact you did consider the 
possibility of medication error as a potential 
explanation for at least some of the deaths of these 


children? 
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A. L think 1 considered Lt in 
ald Or. tiem and then had tomdiscard 1 C.tor one reason 
or another an most of them: bute. did ‘consider Te; 
yes. 

Ov Well, most specifically, 

Doctor, did you consider 1t in the case of Jesse 
Belanger, Justin Cook, Jordan Hines and Stenhanie 
Lombardo? 

A. I believe so. 

Og Towould ask Vou co curn rr 

VOU WOuld, wDOCLOL, ~tOo page I 2eotryoul  cirst reporuing 
letter to Mr. Wiley. That is the one dated December 
L6, 2962.5 Do - you have that, Doctor: 2 

A. Yes. 

Oh MPa vece your ec centron | co 

thes tase two sentences of the paragraph under 
Miscellaneous Comments which reads: 

"Tt seems unusual that the same 
medication error would occur with 
this frequency on the same ward during 
the same Shirt, theretore, I” think 
there is a reasonable probability 
digoxin was deliberately administered 
to these Infants.” 


And I take it you are referring to 
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those, four,, Belanger,..Cook,. Hines, Lombardo.» Do I 
have lithat comrect ly? 

A. that. us .comr ects, 

oF And was that your conclusion 
at the time of signing this report with respect to 
the possible involvement of medication error in the 


death of those four children? 


A Yes, it was. 
Os Did that remain your opinion 
at the time that you filed your supplementary renortin< 


letter to Mr. Wiley in January of 1983? 

A. Vasc, AvieiGil Cs 

OQ. Is that. your opinionstodavy, 
Doctore 

A. Yes;. 16 18% 

Or. Doctor, we know in addition 
to those four children Allana Miller died on Wards 
4A/4B on March 21st, 1981 and that Kristin Inwood 
died on the same wards on March 13th. Miller died 
or at least was pronounced dead at approximately 
2°27 acm,.eand Inwood. atuanproximately 3600 .aanausls 
asked to do so, would you express a like opinion 
with respect to the likelihood of medication error 
with those two children as well? 


A's Well... thinkeLrehave to 
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qualify it to the extent that you have to take 
everything else into consideration as to what was 
going on with these babies and what supporting Bg eencs 


you have. I think in general that it is unlikely 


that a medication error is going to be clustered at 
one time of the day and one location and not be 
occurring with some comparable random occurrence, 
incidents of random occurrence elsewhere in the 
Hospital. 

OF Does it have any significance 
to you, Doctor,Vaift 1 suggest chatowhnrle sax Yor shose 
children, that is, Belanger, Cook, Hines, Lombardo, 
Miller and Inwood died on the same wards within the 
early hours of the morning? 

A. Well, I think it is something 
that you have to take into consideration and I 
suggest that there may Vveny welt@=nave: ween a non- 
random event taking place that made that ward uniquely 
susceptible to this kind of phenomenon. 

OR) Doctor, two other matters 
yery! briefly 2@vourmay recall lythat’ hate Ortved® durang 
the’ course of his discussion with you directed’ your 
attention to this” same reporting letter ‘to’ Mr.’ Wiley, 
the first reporting letter, and suggested to you 


that of the 40 cases which you had reviewed, there 
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; 
2| 
FF4 1 were 30 in which you were unable to express any 
| opinion. Do:.you recallothatediscussion? 
4 a Yes. 
S| oO. As I understood your answer, 
6 you told him that in the 30 of the 40 cases which 
a | you had reviewed you didn't have enough information 
3 to really express an opinion. Do I Wave that 
| correctly? 
°| A. I think that is in general 
10° 
f COVrEeGCty aves. 
lie Q. Dhoctor?, scouldgivask -yousto 
12) neferpto spagesw! jofethatareporting letrensut -vourwoinlcd; 
13 please. Mr. Ortved, and this is found at Volume 74, 
wt page 6293 suggested further that in those 30 cases 
| there was no objective evidence of digoxin toxicity. 
| Do. yousrecal Lethat? 
oi A. Yes, Iyremember that. 
on Oe And your answer, as the 
18 transcript records it, is) thatvyou though thatiwas 
19 a fair representation of the wording of your report. 
20| IT would like you to refer if.you would, Doctor, please 
a to. the firstiparagraph onisthe, first page of your 
22. reporting letter - I'm sorry, to the second paragraph 
on the first page where you indicate: 
a "The cases of 10 patients are reviewed 
24 | 
25 | 
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1 
2) 

EFS "in detail below. In the remainder of 
| the cases there was either inadequate 
4 information upon which to base a 
5 detailed review or there was no 
6. objective evidence of digoxin Hovedtey. 
7 Now, as I understood vit, (Doctor; 

3 fromimy «reading tof yoursreport;mbitookefromathat 
| passage that there were two reasons which would have 
; resulted in your not reviewing a case in any 
m particular detail; the first was a situation where 
11 there was inadequate information available to you 
12 | and the second where there was no objective evidence 
13 OLVanegsI Ne toxicity.” Dori have that correctly? 
ia | Ne I think so, yes. 
15 O8 And the two, would it be fair 
| to suggest, that the two are not necessarily the 
4 same? 
t7 
| ae LOthimkiyourare tceor rect; tyes. 
18 Or Ps titiefarrtthentto conelude 
19 that we should not assume that in each of those 
| 
20 | 30 cases you were of the view that there was no 
sil objective evidence of digoxin toxicity? 
a A. Nop-arMuthinktepther “oreboth 
| Ofathnose eriteria anplied to those cases that I 
‘ didn't do detailed reviews on. 
24 
2a 
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Ox Doctony vou wil recall. that 
your attention was drawn this morning very briefly 
by my friend Mr. Brown to the case of Antonio 
Velasquez and he quite properly pointed out that 
that case had not been dealt: with at length in your 
evidence in chief. As I understood you this morning 
you indicated that in your judgment there was, it 
was highly unlikely that Naloxone could produce what 
I thought you described as a sudden catastrovhic 


event associated with death. Did I understand that 


Correctly? 

AS: Tt sounds like what I remembere 
IM© wsed: 

OF It is not my language I 
assure you. 

A. Ra oie. 

On DoGtor, “take ait’ that you 


are? aware® that’ the "cardiologists, from the Hospital 
for Sick Children who testified before the Commissioner 
most noteably Dr. Rowe and Dr. Freedom, have expressed 
the view that they felt in retrospect that this 
child's death was likely attributable to an 1dio- 
syncratic reaction “to the’ drug’ Naloxone’, Were ‘you 


aware of that? 


A. tewasn i avwarevom that? no. 
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Or Aller ighiy Well, Doctor,s to 
hedpiyom with thaibhjalI itakesait whats they charteotf 
Antonio Velasquez was one of those which you reviewed 


in ranking or rating these various children for the 


purposes of the CDC group and as well for Mr. Wiley? 

A. Theaters correct. 

Or Aeron... “Doctor, what. ais 
your view, and perhaps it is the same thing that 
you were saying this morning, but to be sure we 
are clear, what is your view as to the likelihood of 
Antonio Velasquez' death being attributable to an 
idiosyncratic reaction to the drug Naloxone given 
the conditions and the timing under which that drug 
were administered to the child prior to his death? 

A. Weld, Vithankeit-vseundikely, 
not because of the timing but because it is something 
that to my knowledge has never been reported in the 
past. Now, that doesn't say it can never occur but 
from my knowledge of this drug and the way it has 
behaved in other patients even in large overdose, 

I would not expect it to cause this kind of problem. 

Oe Doctor, you rated Antonio 
Velasquez with a 1 on your probability rating scale 
for thes CDGugroun;s aWouldigds> correctly ©conclude; 


having regard to the facts of the medical record 
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CyeLiw. . i vot thaw ae /fie a 


azersno, ¢t tnt? mae ai oe + 

ed Setw gersor .tdpts Lo or.” 4 in 
dodo aod amen oy el oh ajetiog bre .woiv IUGM i. 

ev sate ed oy wud volgen, eit? paayoe 22cm HOYT 

Se Boolllert: aie of <6 weiy way 3? Sarw «ares s16) 


ns od ofa ftdiatae panied: t(jooh ‘SsupesioV olaqgak 
isvin’ snoxelsh pus oie of mehiones sitexonyeolek 
diab chart dotdiw xebti panied of? bas enotaibnos eg2, ~ Rei 7 
ed#2qeb. eid 'O2 soisq bi tto pig ea heveseinindbs Stew » r v. Oe 


Misdilne eb) 24 tnt? & fie on ‘a 


Eniddamoe ef #i sctieond. tud pada ene 20 seusosd 2on 


an 


wind Heguaqet wood epi duct zen spholwond vn od Dene 
iit suope0 49Vva0 fem Ui yee @*abee® 2507) {WOR 3869 
ent 21. vbw sid Gra ooyb 2c? 26 ephel wort ym mock 
séubseve sprefl ot neve aoneiiteq terdto, ni bewaded 
metdory to Sass hal oaunn af 22 s2eqxs 200 bivow T 
ginetaA betex voy , tatoo) ot a A 
eipoe paring yailidmiorwg twoy ae fs ddiw soupeatav 
ahulonen yitoowseo 1 bive. .quesp.00> eda ack: oy : 
bawnaa inviben oe Yo axon? oe af biaget ala ae | 


na 
a 
cae 


FES 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, re-dr. 8150 
TORONTO. ONTARIO (Cronk:) 


concerning Antonio Velasquez that he necessarily 
received that rating because there was no digoxin 
data available to you for your review in terms of 
ante mortem levels or post mortem toxicology informa- 
tion? 

A. I don't remember specifically 
without reviewing the record. 

OF ADBCRIGICLADSGetonrs Milell ; 
to help you with that, two things. Would you turn 
BEEStS Ehvouawould please to your. letecer to upr. eSmich 
dated December 14, 1982. That, Mr. Commissioner, 
bs! atsTabcr io£ ithe hound CDC agroup *materialisy; youis 


page 3 of the letter. 


Bs Which page? 

Q3 Page 3 where your criteria 
AVE LSSULOUE 

A Right. 

Ox te chelp hyou yeDr nn Kaut fan) 


our information is that Antonio Velasquez received 
a dose of digoxin at. the@iicospital (for Sick Ghaldren 
of .03 milligrams orally on August 20th and that 

it was then diséontinue@il ItGis.my understanding 
that no digoxin level was taken during his life and 
of course there is no toxicology data available. I 


ask you to accept that from me, I'm sure someone will 
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(Cronk) 

} 

1 
2 | 

FF9 | correct me if 10m wrongs 
3 | 

| AY RiIGWey 

| 
4) Q. Having regard to the criteria 

| 

5 | which you set out under your rating number 1 group 

6| I would ask you to look at them. Do I have it 

7 correctly that the only possible rating that child 
| 

al could have received by definition under your groupings 
| 

| was that of rating 1 or because there was no 
9) 

| appropriate digoxin information available to you to 
10! 

fl assess the case? 

11) Aw That is correct and I assume 
12 | he was receiving an appropriate dose and that would 
13 fit the criterion also. 

; 

14 oO Alm) tright.@edoestthestact) 
15 | Doctor, that there was no ante mortem digoxin level 
lO || 

| available on this child nor any post mortem informa- 
16) 

/ tion, did those two facts preclude you from forming 
| any opinion as to the likely involvement of digoxin 
18! inkoxicatron. dn2ohis tcace? 

19 || AS Well, to the extent that I 
20 | had no data one wavy or the other. 
91 | Q. Alltriehe. 

| Ne As’ IT lpointed out, “infants 
22 || 

| fortwhom-.I had novdigoxinedata’I included in the 
23 | 

} category l. 

24 | 
25 || 
— ~ 
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TORONTO, ONTARIO 


(Cronk) 
1 
2| 
FF10 | Q. Well, Doctor, are we left 
3] ehenainj shisesituationss. Tfjyoularenreél détanteto 
*| aeccepteasjEhewexplanationrfior this: child"s death an 
5] idiosyncratic reaction to Naloxone yet are unable 
6| due to lack of information to formulate a view as 
7 to the possible involvement of digoxin, is there 
9 in your own mind any reasonable explanation for this 
| child's death which on the evidence before you you 
y are Drepared to accept? | 
10) A. I think before I answer that 
11| intelligently I would have to review the chart again 
12 | because-I, don't remember the details on this baby's 
13 || death. But I suspect that because of the way I 
val ranked him I would attribute his death to some other 
1s Cause. You must understand that when I was ranking 
| these cases, trying to rank them or place a rating 
s on them with eee ee a probability judgment as 
uy to thesprobability.of digoxinebeing related) tolitheir 
18 deathyelawas-doing A typuimarilyuins Ehereontaextpor 
19, the pharmacologic data available because I knew 
20 | that the clinical data were being evaluated 
a independently 1ofemes eSem Imusedathe clinical 
2 data secondarily as supporting information but 
| when I did not have pharmacological data I did not 
23 
} give them a high ranking, assuming that the cardiologist 
24 | 
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and the pathologist might or might not disagree with 
my ranking because I was doing it on different 
grounds than what they were. 

O% Well, I understand that, 
Doctor... . My queSitionktedlly ds this.faArémvyeu @nua 
position to assist the Commissioner, and you may 
well not be, but are you in a position to assist 
the Commissioner as to what you consider to be 
the likely explanation for this child's death? 

A. I would have to look at the 
chart again to be of help to you because I frankly 


don't remember the details. 


Q. Sir, Ihhaveconeamattersedeft. 
It will take approximately ‘5 minutes, I'm in your 
hands, Setrou 10am nutess 

THE COMMISSIONER: I will take a 
vote. I know the answer will be to proceed, but I 


am going to take just your view, if you would like 
toa takegan break*nowl ori) wouldiyouslikeutodfinishy, 
assuming thatiMisstCronkeisetelling the truth, 
which she does sometimes. Would you like to proceed 
or would you like to takeu anbreak? 

THE WITNESS: A break is fine with 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, re-dr. 
TORONTO, ONTARIO (arene) 
1| 
2, 
FEL2 | THE COMMISSIONER: Well, I'm pretty 
| sure that the general view will be to proceed and 
| 
4) there will be a great deal of hissing or booing if 
5 you go beyond the 5 minutes. 
6| MS’. “CRONK: On DES Kale inan, 2 you 
7| will recall that your attention was drawn in the 
9 | case of Kevin Pacsai to the fact that upon that 
child's admission to the Intensive Care Unit on the 
morning of his death he re-established for a period 
35 of time sinus rhythm. Do you recall that? 
ne 2X. Yes, I remember that. 
12 | (y Thatecamewup,. aswl ececa ll ac, 
os in your discussion with Mr. Shinehoft and it may 
‘al well have come up in your discussion with Mr. Scott. 
| If I understood your evidence correctly, and please 
| correct me if I am wrong, it was your view that that 
aa fact, that is, the re-establishment of sinus rhythm 
ah did not mitigate against or reduce the possibility 
| thatedigoxin intoxication: had contributed to hrs 
19 | death. Do I have that correctly? 
20 || AG Tichink that ws correct: 
| Q. You have produced to me, 
07, Doctor, three articles which you have told me bear on 
| tars 1ssvecand that you!’ “would dike’ to refer to 
*) before you complete your evidence before this 
24 
25 | 
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(Cronk) 


Commission. The first article is entitled "Massive 
Digoxin Intoxication in Childhood" by - I think I'm 


mispronouncing it, who are the authors? 


A. I'm not sure I can pronounce 
Ve eichnex, 

QO; Stopfkuchen. 

A. Yes, Stopfkuchen. 

QO. And that is published in the 


Intensive Care Medicine Magazine, the 1978 publication 


COPLeCt2 

A. Volume 4. 

O% Right. 

THE COMMISSIONER: What number is 
that? 

THE REGISTRAR: 297% 

THE COMMISS TONER: Bxhabatt <29 7% 

MS. CRONK: That es sehesilrst one, 


SiMuemancel kinsgoing to tdentify aeme 7otniererwo: 
THE COMMISSIONER: Yesvrallberigqht? 
MS. .\CRONK: Q. You have produced 
fouemne msuwell, BDector plan aptiele tentitled Mbrgitaiis 
Toxicity in Infants and»Children™ by Leenypubliished 
in the Pediatrician Jounnal, Pebelsevermtnatsis719 745 
Ne t ae VO PUMeG +27. ive 


Oe Right. The final article that 
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TORONTO, ONTARIO (Cronk) 
1 
2 | 
FF14 | you have produced to me is entitled "Suicidal and 
? ; , : 
| Accidental Digoxin Ingestion - Report of Five Cases 
4 with Serum Digoxin Level Correlations" by Smith and 
5| Willerson, and that was published in July, 1971. 
6 Do} de have, that correctly? 
7 As: lg believerisoy» yes. 
al Ce LP would ask, Mc. Commi ssponer, 
| that they be marked accordingly. 
9 | 
| THE COMMISSIONER: The first one 
! 
10/ oe ae 
| pBigitalis Toxicity in Infants and Children™ will be 
| 298 and the "Suicidal and Accidental Digoxin Ingestion |- 
12] is 299, 
13 
| SK eNO eo 7s Article entitled "Massive 
14. Digoxin Intoxication in Child- 
hood" by Stonfkuchen published 
in Intensive Care Medicine 
15) Magazine, Volume 4, 1978. 
16) faa cn Blt YyNO..©298% Article entitled "Digitalis 
Toxicity in Infants: and Children” 
17] by Lee published in Pediatricia 
1 Journal, Volume? 29/4, 
18, 
San Ante T NO. 2995 Article entitled "Suicidal and 
19 Accidental Digoxin Ingestion - 
Report of Five Cases with Serum 
20 | Digoxin Level Correlations" by 
} Smith and Willerson, published 
71 | op 9 cB WW Cec ot Be iy Oe 
MS. CRONK: O.. Doctor, can you 
22 || 
tell us please why you feel these articles to be 
23 || 
| of assistance? 
24 | 
25 
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E15 A. They contain case reports of 


patients who have been documented to be suffering 


from digitalis intoxication in whom the arrhythmias 


S| varied from time to time during the course of their 
6 PWinesewoutesncluded at some point in time a sinus 


7 | rhythm in addition to the dysrhythmia that occurred. 
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I simply pulled them out to document that within 

the complex of dysrhythmias that have been described 
during the course of severe digitalis intoxication 
that atsimuserhythm can occur for-a short period of 
time, and then the other dysrhythmias can supervene, 
that is the only point of these. 


0. Well, by way of illustration 


only, Doctor, camiwe look atthe third of the three 
articles entitled "Suicidal and Accidental Digoxin 
imgestione.» this as Tl’understand it) is*a report of 
five independent cases. I would ask you to turn 
iinst auidyou would: to the first case setting out 
Gmepage 930: and lf wl read ‘thewartacle correctly, 


Doctor, this involved the case of a two-year old 


boy who had ingested a number of digoxin tablets. 
On admission to the hospital an ECG was taken and it 
showed slight sinus arrhythmia and within four hours 


after admission the child developed intermittent 


sino-atrial pauses, or more likely as the author 

suggests SA exit block was observed with probable 

atrioventricular junctional escape beats. 
Readingeonwanvthe article: 


"Atropine in small doses immediately 


it 
Ul 


and the child immediately was restored to normal sinus 
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Cie ne BOeOr. exw. (Cronk) 

1 

2 rhythm, am I reading that correctly? 

3 A. iia Geels.-cOrrect,. 

4 0. As I understand it ultimately 

s| some 28 hours after the ingestion of the digoxin 

| tablets the child in fact had reverted with some 

| consistency to normal sinus rhythm? 

c A. THateiscoLurect:. 

8 MS. CRONK: Thank you, Doctor. 

9) Doctor, on behalf of the Commission 

10 | and counsel and present I would like to thank you 

11 for the time and the care that you have extended the 
12) Commission, I know your evidence has been of great 

e assistance and I will sit down now, sir, before the 

| Commissioner decides to take away my Christmas present. 

i Thank you very much. 

1s PRE WLINESS: | Thank. you. 

16 THE COMMISSIONER: Thank you very much, 
17) Dector. Pay no attention to what: Miss Cecchettoisaid, 
18 iiavou don't want to go home you don"t have to but fT 
19 | do recommend that you get away from here. 

THE WITNESS: I will, thank you. 

‘ THE COMMISSIONER: Thank you. Until 

- 10 o'clock tomorrow morning? | 
22] MS... GRONK2 “Yes... Sar. 

23 THE COMMISSIONER: And we will continue. 
24 --- Whereupon at 3:40 p.m. the hearing adjourned 

until Tuesday, December 20th, 1983, at 

25 LPO. O0Va wT. 
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